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Mission and Values of the PMPRB | 


The mission of the PMPRB is to contribute 
to Canadian health care by ensuring that 
prices of patented medicines are not 
excessive. The PMPRB achieves this by: 


* promoting voluntary compliance with 
Guidelines established by the Board 


reviewing prices and taking remedial 
action when necessary In fulfilling the mission we are committed 
to innovative leadership based on the 
following values: 


analyzing and reporting to Canadians 
on price trends of all medicines and on 
research and development conducted + effectiveness and efficiency 


by patentees » bie 
¢ consulting with interested parties on Se 
Guidelines and other matters of policy = 
* mutual respect 


fostering awareness of the Board's 


mandate, activities and achievements * transparency of process 
through communication, dissemination ¢ a supportive and challenging work 
of information and public education. environment. 


All PMPRB publications are available in both official languages. 
To obtain our publications, log on to our website: www.pmprb-cepmb.gc.ca 
or call us at our toll-free number: 1-877-861-2350. 


The Patented Medicine Prices Review Board 
Standard Life Centre 

Bowl0 

333 Laurier Avenue West 

Suite 1400 

Ottawa, Ontario 

Kel PAT CT 


Telephone: 613-952-7360 
Facsimile: 613-952-7626 
DIN 616205 7427 


"Patent Act, the Annual Report of the Patented Medicine Prices Review Board for the year 
ended December 31, 2000. 


Yours very truly, 


Robert G. Elgie 
Chairperson 


Table of Contents 


List: of Tables:and Figures LE TER RE OR ret re it 2 ee 5 
Chairperséns Message. . ue OR RER EE 6 
The Patented Medicine Prices Review Boards] ee - 5 coger rei een 9 
Mandate tide Mie ee OM ER an 9 
JUHISdICOM AMAR CE RE 9 
Membership of the Board amd Sentor CARE PEN ENRRRER 9 
Members’. Biographies RS RE act see ren ee ee ei PTS 10 
Retrospectives2000 SRE ORAN ae eee ee 12 
Sales ‘ot, Drugs Canada in 2000 RSR sti eee tiers eae ee ae ee 15 
The/Pharmacewtical industry mm Canada ERP ee eee 15 
Sales of Drugs in Canada Vp cctae een ae ei ae ee Se 1S 
Trends inDrus Prices ani EDEN sy uo eee ee en 18 
Prices.of Patented Drugs tin OW Oi onsen. eee Saree oe Wega eet tee ee ee ne 18 
Prcestrends of AllyDrugs—PatentedandiNon-Patented) aya.) es ee 18 
Industrial ProduetPriceln de (iPP DER eee nae Ser 19 
Price Trends im Canada and them mite Gas tate ss rm tener ee ee rene 19 
Relationship ‘ol Camadiam Prices to Foreign Prices; Past aid: Presents, nr Re 20 
Increased Expenditures on Dinigssat thie; Reval [bevel ee ea ER eee 22 
Trends iOuantities ot Sales of Patented Drug Pouce PEER eet eee 23 
Sales by Major herapeutic Grotipa(Ah@, Class) ER ig! 
Compliance-and excessive: Price: CUITE nee ee eee 26 
New ratented, Dime Products in 2 OOO Fe aaerei srs Hs et sete tte peer rer ne eee 26 
New: Active Substamcectiite2 OOO Mia RE ean eee eee are eee 28 
Price Reviewon Patented Dulige ine 000 30 
Wpdatecol thes OOO: Anmual Report marr. sian aan a tteneta ener ere e  eee on 
ENlorcennent A CEVILIES: wats Gea n yes knoe 1m Oe saan ae ie tee ene ee eee oy 
Public‘Heartnes MER TR RO cu PT ate a. Panter aie Ns arene Gh eee ee eae 92 
Nicodemn HoechstMoronRous een e oe eee 2 
: Virazole ICN. Canada Ltd andsiGN PharnmaceuticalseinGe: ae ge eee 38 
Voluntarye€ onpliancesWindertakitn ee ere 33 
Bristol-Myers Squibb Pharmaceutical Group 
andi Sanofi-SyutivelalbosGanadatings PEER een eee Wield ee 34 
Analysis of Research-and-Development (R@D) Expenditures. 4, 2 0...) 35 
Datta, SOULCES TAA ine ei kool RS D tos ee 35 
R&D: Fxpendittirtes= PP ett ie ce Ne ER 36 
Révenuesfrom.Sale cay atic at on irk se ire ete i er ee ne ee a sy 
R&D -t0-Sales RAtiOs SR ER TR a 
CHLOSSAIW ee Shea oe AS ES OR ee a 


f 


4 annual Report 2000 Patented Medicine Prices Review Board 


EE 4 


List of Tables and Figures : 


Tables / 
Table 1 Manufacturers’ Sales of All Drugs and Patented Drugs for Human and 
Veterinary Use, 1990-1998; and for Human Use, 1999-2000 ............ 16 
Table 2 Manufacturers’ Sales of Patented Drugs for Human Use by Major 
HÉPRIDEUECASTOUR, 2000 TEE RP A ML. 24 
Table 3 NewiPatented'Drüe Products ia 2000 by Year First Sol. 2e ne. ay 
Table 4 New Patented Medicines in 2000 (Human) — New Active Substances ....... 29 


Table 5 Patented Drug Products for Human Use Sold in-2000, as of May 31, 2001 . . 31 
Table 6 Total R&D Expenditures and R&D-to-Sales Ratios of Reporting 


Companies oes 2000 cure. eae een et ete fe an Ned a 36 
Table 7 Range of R&D-to-Sales Ratios by Number of Reporting Companies 

alia sbovalssales REVENUS ENT RER + caters mcd oY 
Table 8 Current R&D Expenditures by Type of Research, 1999 and 2000 ......... 38 
Table 9 Current R@D Expenditures by R@D Performer, 1999 and 2000 ......... 39 
Table 10 Total R&D Expenditures by Source of Funds, 1999 and 2000 ........... 40 
cables | Current RAD Expenditures. by Location 1999 and 2000", in. cee oe.) 40 
Table 12 Ratios of R&D Expenditures to Sales Revenues by Reporting Patentee, 

OO ST OU Orn 2 aS Gee AE oh Ra A RP NE Meche ee oe Aerie? Fa 
Table 13 Current R&D Expenditures by Province and by R&D Performer, 2000 ..... 40 
Abe Ented Drug Products Introduced 000 A «4 noe Se Aa 


PATENTED DRUG PRODUCTS FOR HUMAN USE AND CANADIAN PATENTEES, 
JANUARY 1, 2000 — DECEMBER 31, 2000 


THIS LIST IS AVAILABLE ON THE PMPRB WEBSITE: www.pmprb-cepmb.gc.ca, UNDER PUBLICATIONS, ANNUAL REPORT, 
OR BY CALLING OUR TOLL-FREE NUMBER: 1-877-861-2350 


Figures 

Figure 1 | Manufacturers’ Sales of Patented and Non-Patented Drugs, 1990-2000 ..... i 
Pipurer2” ~, Year-over- Year Changes im the PMPI, 1988-2000") .4 ot aig nm le es 18 
Figure 3  Year-over-Year Changes in PMPI, IPPI (pharma) and CPI, 1988-2000 ...... 19 
Figure 4 Summary of Price Trends, Average Annual Percentage Changes, 


ORDER ST ASS DOUCE ce RER NE ER APTE Set ee ufr fe. 19 
Figure 5  Year-over-Year Changes in Pharmaceutical Price Indices, Canada and the U.S. . . 20 
Figure 6 Summary of Price Trends, Average Annual Percentage Changes, 


NOS? T OO tal Oost OU0" Carrie, RE LR pie aah > oo Bowe Gee de we 20 
Figure 7 Ratio of Canadian Prices of Patented Drugs to Median International Prices, 

LOR C00 eee Se etn ee en a TO RE TE er es ue 21 
Figure 8 Average Foreign-to-Canadian Price Ratios, Patented Drug Products, 

ES ISAS ee SRE Re ae Sine TUCO ER PR PE RP ET ET 21 
Figure 9 Retail Drug Expenditures as Percentage of Total Health Expenditures, 

A OM 000 RTS RE MAR a eda, ME Fu 22 
Figure 10  Year-over-Year Changes in Retail Drug Expenditures, 1982-2000 ......... 22 
Figure. Yeat-over- year Ghanges in the-CPL(RX) Index, 1986-2000 44 0. sem 22 
pe leon Lotal Orie expen citues.. << ian es ec oe ee eos JE 
Figure 13  Year-over-Year Changes in the PMPI and in the PMQI, 1988-2000 ........ 23 
Figure 14 Categorization of New Patented Drug Products (Human) ............... 27 
Figure 15 Current R&D Expenditures by Type of Research, 1988-2000 ............ 38 
Figure 16 Share of Current R&D Expenditures by Type of Research, 1988-2000 ..... 39 


mn, 


www.pmprb-cepmb.gc.ca Annual Report 2000 D ) 


— 


Robert G. Elgie 
Chairperson 


6 Annual Report 2000 


Su 


re hair 


There is no question that health care is the 
dominant public policy issue in Canada. At 
both provincial and federal levels, the future 
of health care has become the focus of close 
examination by various bodies and commis- 
sions. In an era of rising drug costs, optimal 
use of resources is an important issue. 


Over the past decade, pharmaceuticals have 
been the fastest-growing component of health 
care costs in Canada. During this period, 
expenditures on drugs have grown, on average, 
at about three times the annual rate of inflation 
and two times the rate of growth of the other 
health care components. The Canadian 
Institute for Health Information (CIHI) has 
estimated that the share of total health care 
spending represented by drugs, not including 
drugs used in hospitals, grew from 11.3% in 
1990 to 15.5% in 2000. 


In this environment of rapid growth and change, the mandate of the PMPRB, to ensure that 
prices charged by manufacturers of patented medicines are not excessive, and to report on 
pharmaceutical price trends, is as relevant as ever. In recent years, the significant growth in 
expenditures on pharmaceuticals has led Federal/Provincial/Territorial (F/P/T) ministers of 
health to look at the drug price trends for publicly-funded drug plans and to analyze the cost 
drivers in those plans. The PMPRB has been tasked with conducting extensive analyses of 
these issues. 


Reports prepared by the PMPRB for the F/P/T ministers of health released last year provided 
more in-depth information on rates of growth in drug spending and in similarities and differ- 
ences for six provincial drug plans. Among other things, they showed: 


¢ Increased utilization and the rapid uptake of new therapies are the main contributors to 
increased expenditures. 


+ Price differences between the six participating provincial drug plans are diminishing over time. 


+ Canadian prices of non-patented single source medicines were found to be, on average, 
30% above median foreign prices in countries used by the PMPRB to review prices of 
patented medicines. 


¢ In contrast, Canadian prices for patented medicines had fallen to 11% below the median 
of foreign prices. 


It was not surprising then that Canada’s First Ministers identified pharmaceuticals as one of 
their priorities in the Health Accord on September 11, 2000. 


Patented Medicine Prices Review Board 


“In order to ensure Canadians continue to have access to new, appropriate and cost-effective 
drugs, First Ministers agree to work together and mandate their Health Ministers to develop 
strategies for assessing the cost-effectiveness of prescription drugs ... This would complement 
ongoing work to ensure the optimal uses of pharmaceuticals in health care.” 


Governments have committed to doing more work on issues related to drug spending in Canada. 
During the past year, the PMPRB continued its work at the request of the Minister of Health 
to assist in some of that work by analyzing drug price trends and cost drivers for publicly- 
funded drug plans. Last year, the Government released the initial reports and, as the work 
proceeds, we trust that it will assist governments to develop appropriate policies in this area. 


In the context of the PMPRBS evolving role, transparency becomes more important than ever. 
Transparency in public institutions supports democracy and accountability which are in turn 
the cornerstones of good governance. Without a free flow of information, we are unable to 
make informed decisions about how our governments are performing. Transparency also 
plays a significant role in the area of pharmaceutical pricing. Increased transparency and 
openness in our processes can contribute to fostering an environment that facilitates evidence- 
based decision-making for stakeholders, researchers and policy-makers. 


This focus on transparency builds on the recommendations of the Standing Committee on 
Industry, on our extensive consultations which led to the Road Map for the Next Decade, 

and on the report of the Auditor General in 1998. During the consultative process, we 
received valuable feedback from stakeholders, all pointing to a need to increase transparency 
in our price review policies and procedures. 


| ANNUAL RATE OF INFLATION AND TWO TIMES THE RATE OF GROWTH OF THE OTHER HEALTH CARE COMPONENTS. 


The Boards record in fulfilling its mandate is well-known. We have achieved compliance 
with the Patent Act through our ongoing monitoring of the prices of new and existing 
patented drugs, in obtaining the cooperation of patentees through our Voluntary Compliance 
Policy, and in using the statutory provisions for public hearings and remedial orders when 
necessary. According to CIHI, the publicly-funded drug plans, which account for approxi- 
mately 33% of total drug expenditures in Canada, have adopted a large number of innovative 
approaches to help contain costs while still providing for prescription drug coverage. These 
initiatives by both levels of government have helped to ensure that drug prices in Canada 
have not increased faster than overall consumer prices as measured by the Consumer Price 
Index (CPI). 


The major items on our Research Agenda, published in January, involved the Working Group 
on Price Review Issues, a 12-member consultative group representing the PMPRBS key stake- 
holders — consumer groups, ministers of health and the pharmaceutical industry. 


The first issue considered by the Working Group relates directly to the challenges in comparing 
international prices of pharmaceuticals. Early in 2000, the Board implemented recommenda- 
tions of the Working Group to average in the prices charged to the U.S. government, 
published on the Federal Supply Schedule (FSS), in calculating U.S. prices for comparison 
purposes. We and our stakeholders believe that this change will improve the quality of price 
comparisons with the U.S. 


Last fall, the Working Group completed a report on another issue - how to make the Boards price 
review process itself more open and transparent. Our formal process of public hearings to 
determine if a price is excessive is a very transparent process, with the rights of parties to be heard 
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established in law. But few new drugs become the subject of a contested hearing. Under our 
compliance policy, the Boards Staff apply the Guidelines and patentees generally try to ensure that 
they comply when they introduce a drug, or they make voluntary adjustments if an issue arises. 


These reviews by Board Staff are not conducted in public and, as a result, other members of 
the drug industry, provincial governments and consumers have received very limited infor- 
mation about most price reviews. Stakeholders requested improvements to this process and 
the Board asked the Working Group to examine it. The Working Group’s report was referred 
to the Board for consideration at its meetings in December 2000 and March 2001. The 
Board’s proposals for implementation are currently the subject of consultation. More detailed 
information is provided in the Retrospective section of this Report. 


TRANSPARENCY IN PUBLIC INSTITUTIONS SUPPORTS DEMOCRACY AND ACCOUNTABILITY WHICH ARE IN TURN | 
THE CORNERSTONES OF GOOD GOVERNANCE... TRANSPARENCY ALSO PLAYS A SIGNIFICANT ROLE IN THE AREA | 
OF PHARMACEUTICAL PRICING... FOSTERING AN ENVIRONMENT THAT FACILITATES EVIDENCE-BASED DECISION- | 
MAKING FOR STAKEHOLDERS, RESEARCHERS AND POLICY-MAKERS. | 


The Working Group has now turned its attention to the Excessive Price Guidelines for drugs 
in category 3 — that is, new drugs that are not breakthroughs or substantial improvements 
over existing therapies. Drugs in category 3 represent the lions share of new drugs. We look 
forward to receiving the Working Groups report on this issue next year. 


Recognizing the concern stakeholders will have if amendments to the Guidelines are recom- 
mended, we have made it clear that we will not adopt changes to our Guidelines without 
public consultation with all stakeholders. 


On behalf of the Board members, I wish to take this opportunity to acknowledge the significant 
efforts of the Working Group on Price Review Issues and look forward to the continued 
input of its members. 


The PMPRB is adapting and evolving as changes occur in the pharmaceutical sector. This 
demands that we pursue a dynamic and forward-looking approach, one based on ongoing 
consultations with stakeholders and a continued commitment to openness and transparency. 


As we seek to fulfill our dual role, we benefit from the input of the Working Group whose 
recommendations are influencing the way we do business. We welcome the opportunity to 
improve our processes in order to better meet the needs of all our stakeholders. 


In closing, and on a more personal note, I would like to thank Madame Ysolde Gendreau for 
her commitment during her term as a member of the Patented Medicine Prices Review 
Board, from October 1995 to 2000. As well, I would like to express my appreciation to 

Réal Sureau for having accepted to serve a second term as Vice-Chairperson of this Board. 
For my part, | am pleased to have been given the opportunity to serve a second term as 
Chairperson to continue my work with the excellent Staff of the PMPRB, in particular, to 
oversee the gradual implementation of our 1998 Road Map for the Next Decade and to fulfill 
our commitment to increase the transparency of our processes. 


ICRA a 


Robert G. Elgie 
Chairperson 
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The Patented Medicine Prices Review Board 


Mandate 


patented medicines are not excessive. 


The PMPRB is an independent quasi-judicial body created by 
Parliament in 1987 under the Patent Act. The PMPRB protects consumer interests and 
contributes to Canadian health care by ensuring that prices charged by manufacturers of 


The PMPRB reports to Parliament through the Minister of Health. The Annual Report, 
which covers each calendar year, includes a review of the PMPRBS major activities, analyses 
of the prices of patented medicines and of the price trends of all drugs, and reports on the 
R&D expenditures as reported by patent-holding drug manufacturers. 


Jurisdiction 


The PMPRB is responsible for regulating the 
prices that patentees charge for prescription 
and non-prescription patented drugs sold in 
Canada for human and veterinary use to ensure 
that they are not excessive. If, after a public 
hearing, the Board finds that a price is 
excessive it may order the patentee to reduce 
the price and take measures to offset any 
excess revenues it may have received. The 
PMPRB reviews the “factory-gate” price at 
which the manufacturer sells the product to 
wholesalers, hospitals or pharmacies. The 
PMPRBSs jurisdiction covers patented 
medicines marketed or distributed under 
voluntary licences. The PMPRB has no 
authority to regulate the prices of non-patented 
drugs, including generic drugs sold under 
compulsory licences, and does not have 
jurisdiction over prices charged by whole- 
salers or retailers nor over pharmacists’ 
professional fees. 


In Canada, Health Canada assesses new 
medicines to ensure that they conform with 
the Food and Drug Act and Regulations. Formal 
authorization to market or distribute a 
medicine is granted through a Notice of 
Compliance (NOC). A medicine may be 
temporarily distributed with specified 
restrictions before receiving a NOC, as an 
Investigational New Drug or under the 
Special Access Program (SAP). 


- Secretary of the Board: 


The PMPRB regulates the price of each 
patented drug product, including each 
strength of each dosage form of a patented 
medicine. This is normally the level at which 
Health Canada assigns a Drug Identification 
Number (DIN). 


Members of the Board 
and Senior Staff 


Chairperson: Robert G. Elgie 


Vice-Chairperson: Réal Sureau 


Members: Anthony Boardman 
Ysolde Gendreau 
(her term ended on 
October 24, 2000) 


Ingrid Sketris 
Executive Director: Wayne D. Critchley 
Sylvie Dupont 


Director of Policy 
and Economic Analysis: Ronald Corvari 


Director of Compliance 


and Enforcement: Laura Y. Reinhard 


Director of Corporate 


Services: Robert Sauvé 


Senior Counsel: Claude Lesage 
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Left to right 
Front row: Ysolde Gendreau, Réal Sureau, Vice-Chairperson, Ingrid Sketris 
Back row: Anthony Boardman, Robert Elgie, Chairperson 
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Members’ Biographies 


The Board consists of no more than five 
part-time members appointed by the 
Governor in Council for a term of five years. 


Robert G. Elgie, LL.B., M.D., FR.C.S. (C) 


Dr. Elgie, a lawyer and neurosurgeon, 
Fellow of the Royal College of Surgeons 
(Neurosurgery), was the founder and first 
Director of Dalhousie University’s Health Law 
Institute from 1991 to 1996. He was also the 
part-time Chair of the Workers’ Compensation 
Board of Nova Scotia from 1992 to 1996. 
Dr. Elgie has taught at the Medical Schools 
of Queens University and the University of 
Toronto, and has held several positions with 
the Scarborough General Hospital, including 
Chief of Medical Staff. In 1977, he was elected 
to the Ontario Legislative Assembly and 
subsequently served in several Cabinet 
positions. He resigned from the Ontario 
Legislature in September 1985 to become 
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Chair of the Workers’ Compensation Board 
of Ontario where he served until 1991. In 
October 2000, Dr. Elgie was appointed to 
the Ontario Press Council. In May 2001, 
Dr. Elgie was awarded an honorary degree 
by Dalhousie University: Doctor of Laws, 
honoris causa, in recognition of his outstanding 
personal achievements. Dr. Elgie was 
appointed Member and Chairperson of the 
Board in March 1995 and re-appointed in 
March 2000. 


Réal Sureau, FCA 


Mr. Sureau, a chartered accountant, is 
President of Sureau Management Limited. 
From January 1997 to February 2000, he 
was Director of Business Development of the 
Montréal Baseball Club. From June 1995 to 
June 1996, he was President of the Order of 
Chartered Accountants of Québec. Through 
the years, he was a member of several 
committees of the Order, including the 
Disciplinary Committee, the Professional 
Practice Committee, the Professional 
Development Committee and the 
Committee on Government Finances. He 
was Vice-President, Finance, at Forex and 
Canam-Manac. Mr. Sureau sits on the board 
of directors of many organizations, including 
Gaz Métropolitain and the Institut de réadap- 
tation de Montréal. Mr. Sureau was appointed 
Member and Vice-Chairperson of the Board 
in October 1995 and re-appointed in 
October 2000. 


Anthony Boardman, Ph.D. 


Dr. Boardman is the Van Dusen Professor of 
Business Administration in the Strategy and 
Business Economics Division, Faculty of 
Commerce and Business Administration at 
the University of British Columbia (UBC). 
He graduated from the University of Kent at 
Canterbury, England, (B.A., 1970) and 
Carnegie-Mellon University (Ph.D., 1975). 
Prior to taking up his position at UBC he 
was a professor in the Wharton School, 
University of Pennsylvania. Dr. Boardman’s 
current research interests include privatiza- 
tion, cost-benefit analysis and strategic 


management. During his career, he has pub- 
lished over 65 academic articles or books, 
including Cost-Benefit Analysis: Concepts and 
Practice. Dr. Boardman has been a member 
of the editorial board of the Economics of 
Education Review, and has been a referee for 
many leading academic journals. He has 
been a consultant to many private and public 
organizations including Vodafone, Stora Enzo, 
Pricewaterhouse Coopers, the Treasury of 
New Zealand and all levels of government in 
Canada. He is also an excellent teacher and, 
as a member of the MBA Core Team at UBC, 
has won the Peter Larkin award and the 
Alan Blizzard award. Since 1995, Dr. Boardman 
has been a member of the Pharmaco- 
economic Initiative Scientific Committee 
which makes recommendations to B.C. 
Pharmacare on the cost-effectiveness of new 
drugs. Dr. Boardman was appointed Member 
of the Board in January 1999. 


Ysolde Gendreau, 
BGP Hea LE MsiPh:D: 


Dr. Gendreau is Professor of intellectual 
property law and competition law, Faculty 
of Law, Université de Montréal. She is also 
sessional lecturer at McGill University, where 
she teaches intellectual property law. A 
member of the Québec Bar since 1985, she 
is counsel with the firm Gowling Lafleur 
Henderson. She is a member of the executive 
committee of the Canadian Association of 
Law Teachers (Association canadienne des 
professeurs de droit) and of the International 
Association for the Advancement of Teaching 
and Research in Intellectual Property (ATRIP). 
She publishes extensively and delivers many 
lectures on intellectual property law in Canada 
and abroad. Dr. Gendreau was appointed 
Member of the Board in October 1995. She 
completed her term on October 25, 2000. 


Ingrid S. Sketris, BSc(Phm), Pharm.D., 
MPA(HSA) 


Dr. Sketris is a Professor at the College of 
Pharmacy and School of Health Services 
Administration and an Associate Professor of 
the Department of Community Health and 
Epidemiology, Dalhousie University. She is a 
consultant to the pharmacy department of the 
Queen Elizabeth Il Health Sciences Centre, 
Halifax. Dr. Sketris is a graduate of the 
University of Toronto (BSc(Phm), 1977), 
University of Minnesota (Pharm.D,1979), 
University of Tennessee Center for the 
Health Sciences (Residency in Clinical 
Toxicology/Pharmacy Practice, 1980) and 
Dalhousie University (MPA(HSA) 1989). 
She is a fellow of the Canadian Society of 
Hospital Pharmacists and the American 
College of Clinical Pharmacy. Dr. Sketris is 
currently on the Editorial Boards of the 
Canadian Journal of Clinical Pharmacology, 
Clinical Therapeutics, and Drugs and 
Therapeutics for Maritime Practitioners. 

She was a member of the scientific advisory 
panel of the Canadian Coordinating Office 
for Health Technology Assessment from 
1996-1998. Dr. Sketris’ research interests 
include examining the impact of changes in 
Pharmacare policy and the use of drugs and 
health services particularly related to the 
population of Nova Scotia. In June 2000, 
Dr. Sketris was awarded a Chair in health 
services and nursing from the Canadian 
Health Services Research Foundation/ 
Canadian Institutes of Health Research 
(Cosponsored by the Nova Scotia Health 
Research Foundation). She has numerous 
publications in the area of transplantation 
therapeutics and pharmacoepidemiology. 
Dr. Sketris was appointed Member of the 
Board in May 1999. 
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Retrospective 2000 


The year 2000 also saw important precedents 
with a public Notice and Comment regarding 
the Voluntary Compliance Undertaking 
submitted by Bristol-Myers Squibb 
Pharmaceutical Group and Sanofi-Synthélabo 
Canada Inc. for the medicine Plavix and the 
issuance of the Hearing Panel’s decision on 
jurisdictional issues in the Nicoderm hearing. 


Re-appointment of the Chairperson 
and Vice-Chairperson 


Dr. Robert G. Elgie and Mr. Réal Sureau 
were re-appointed as Chairperson and 
Vice- Chairperson of the Patented Medicine 
Prices Review Board, respectively, for 
another five years. 


Working Group on Price Review 
Issues — Update 


Our Working Group on Price Review Issues, 
a 12-member consultative group representing 
our key stakeholders, consumer groups, 
ministers of health and the pharmaceutical 
industry, was established in 1999 to review, 
analyze and provide reports to the Board for 
consideration on three matters. Here is an 
update: 
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During 2000, we have continued to see evidence of the significant 
increases in expenditures on pharmaceuticals in Canada. For the year 2000, we report that 
sales of pharmaceuticals for human use increased by 12.4% from 1999, while sales of 
patented drugs for human use increased by 16.9% over the same period. As a result, publicly- 
funded drug plans are reporting significant increases in their expenditures. In light of these 
trends, our Research Agenda shows continued focus on implementing the recommendations 
from our Road Map for the Next Decade and the Auditor General's Report, and conducting 
analyses of public drug plan spending at the request of the Minister of Health. 


Use of U.S. Federal Supply Schedule (FSS) 
prices in international price comparisons 


The first issue considered by the Working 
Group relates to the challenges in compar- 
ing international prices of pharmaceuticals. 
Early in 2000, the Board implemented 
recommendations of the Working Group 
to take into account the prices charged to 
the U.S. government, published on the 
FSS, in calculating U.S. prices for compar- 
ison purposes. 


This policy was effective as of the pricing 
period commencing January 1, 2000, and 
subject to a two-year transitional period. 
This issue was reported on page 13 of the 
1999 Annual Report. 


Transparency in the price review process 


In December 2000, the Board received the 
second report of its Working Group on 
Price Review Issues, a report on the 
Boards price review process for new 
patented medicines. At its meeting on 
March 5, 2001, the Board considered the 
report and decided on next steps. 


Overall, the Board agrees with the Working 
Groups recommendations. The Board 
appreciated that some of these recommen- 
dations validate the existing practices in a 
number of areas. Although some of the 
more specific recommendations could be 
implemented without further consultation, 
the Board decided that it wished to consult 
more broadly on the implementation of 
those recommendations that may have a 
wider effect. 


The Board published, through an article in 
its April 2001 NEWSletter and a separate 
Notice and Comment, specific proposals to 
implement the Working Groups recom- 
mendations to make the price review 
process more open and transparent. 
Comments on the proposed changes were 
to be forwarded to the Secretary of the 
Board no later than June 30, 2001. 


The complete Notice and Comment text 
is available on the PMPRBS website or by 
contacting the Secretary of the Board. 


The Working Group has now turned its 
attention to the Excessive Price Guidelines 
for drugs in category 3 — that is, new 
drugs that are not breakthroughs or 
substantial improvements over existing 
therapies. Drugs in category 3 represent 
the lions share of new drugs. The Board 
looks forward to receiving the Working 
Group’s report on this issue. 


Federal/Provincial/Territorial (F/P/T) 
Collaboration 


During the year, the Board continued to 
conduct analyses of price and expenditure 
trends and cost drivers of publicly-funded 
drug plans. This work, carried out under a 
Memorandum of Understanding (MOU) 
between the Board and the Minister of 
Health, is coordinated through the F/P/T 
Working Group on Drug Prices. The reports 
prepared by the Board under the MOU are 
submitted to the Minister of Health and 
provincial/territorial ministries. 


In their Action Plan for Health System 
Renewal of September 11, 2000, Canada’s 
First Ministers agreed to work together on 
strategies for assessing the cost-effectiveness 
of prescription drugs in order to ensure that 
Canadians continue to have access to new, 
appropriate and cost-effective drugs. 


Communications - Update 


Since the publication of our Road Map, we have 
improved many of the ways in which we 
disseminate information and make it more 
understandable, accessible and timely for 
our stakeholders. Some ongoing initiatives 
include: | 


e enhancements to our website; 


¢ informing our stakeholders regularly 
through our NEWSletter. For example, we 
published guidance regarding the patentees’ 
reporting requirements of the U.S. 
Department of Veteran Affairs (DVA) 
prices and the Euro currency in our 
October issue; and 


¢ publishing our Research Agenda each year, 
with emphasis on identifying initiatives 
that are currently, or may become, subject 
to consultation. 


These initiatives reflect the Board’s commit- 
ment to fostering more effective, two-way 
communication with our stakeholders. 


Other Activities in 2000 
Nicoderm hearing 


The Chairperson of the Board issued a 
Notice of Hearing on April 20, 1999, to 
consider whether, under sections 83 and 
85 of the Patent Act, the medicine 
Nicoderm is or has been sold by Hoechst 
Marion Roussel Canada Inc. (HMRC) in 
Canada at a price that, in the opinion of 
the Board, is excessive and if so, what 
order, if any, should be made. Decisions 
by the Board regarding its jurisdiction in 
this matter are currently the subject of 
applications for judicial review by HMRC 
before the Federal Court of Canada. 
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The first part of the jurisdictional challenge 
involves the issue of institutional bias and 
HMRC’ argument that the PMPRB, as 
established by the Patent Act, is inconsistent 
with the Canadian Bill of Rights because 

of “an overlap of Board functions as inves- 
tigator, prosecutor and adjudicator.” This 
issue has not been litigated before. The 
second part relates to a decision of the 
Board with respect to its jurisdiction 
arising from two patent applications or 
“patents pending.” 


Details on this matter are set out in the 
Enforcement Activities section of this Report 
and are also available on our website. 


PMPRB/Statistics Canada Task Force 


The PMPRB and Statistics Canada completed 
a paper entitled A Description of the Major 
Price Indexes for Pharmaceuticals. Both the 
PMPRBS Patented Medicine Price Index 
(PMPI) and Statistics Canada’s Industrial 
Product Price Index [IPPI (pharma)] 
measure trends in the prices of pharma- 
ceuticals. While the indexes have followed 
a broadly similar pattern over the last 
decade, they have occasionally produced 
different estimates of annual rates of price 
change. These seeming inconsistencies 
have lead some observers, including the 
Auditor General, to ask how two federal 
agencies could disagree in reporting changes 
in the prices of pharmaceuticals. In the 
summer of 1998 officials at Statistics 
Canada and the PMPRB formed a task 
force to foster better understanding of 
their indices (and, more particularly, to 
address the Auditor General's concerns). 


In its recently finalized paper, the task force 
concludes that differences in the behaviour 
of the PMPI and the IPPI (pharma) are 
not surprising. Despite superficial similar- 
ities, the PMPI and the IPPI (pharma) do 
not measure prices of the same goods. 
The PMPI is designed to measure the 
overall change in the prices received by 
manufacturers for patented drugs sold in 
Canada while the IPPI (pharma) is designed 
to measure the overall change in the 
prices received by manufacturers for 
drugs produced in Canadian plants. 
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Speeches 


The Board was represented at a number of 
events during 2000. These events included: 


6th Four Country Conference in the 
Netherlands, July 13-15; 


Canadian Forum on Population 
Therapeutics Conference; 


Controlling Drug Prices in Canada: Current 
Issues, CPIC 2000, November 21. 


Award 


In June 2000, Dr. Ingrid Sketris, of the 
College of Pharmacy, Dalhousie University, 
and a member of the PMPRB, was awarded 
a Chair in health services and nursing 
from the Canadian Health Services 
Research Foundation/Canadian Institutes 
of Health Research (Cosponsored by the 
Nova Scotia Health Research Foundation). 
Studies conducted by Dr. Sketris and her 
team will provide important information 
to federal, provincial and regional govern- 
ments and health agencies on improving 
drug use and drug policy. 


Sales of Drugs in Canada in 2000 


It has been estimated that manufacturers’ sales 
of drugs worldwide for human use increased 
by 10.4% to approximately $554 billion in 
2000.! In Canada, total manufacturers’ sales 
of all drugs for human use increased to an 
estimated total of $10.0 billion, an increase 
of approximately 12.4% from the previous 
year. Total manufacturers’ sales of all drugs in 
Canada in 2000, including drugs for veterinary 
use, were approximately $10.2 billion. The 
Canadian market for drugs continues to 
represent about 2% of the world market. - 


The PMPRB protects consumer interests in 
Canada by ensuring that pharmaceutical 
patentees do not charge excessive prices during 
the time they benefit from patent protection. 
Ordinarily, a patentee is the exclusive supplier 
of a patented product, but there may also be 
other suppliers of the same medicine. 
Although a drug that is no longer protected 
by a patent may become the subject of com- 
petition, there are also instances where the 
manufacturer of a non-patented drug may 
nevertheless remain the sole supplier. 


In 2000, 70 companies reported to the PMPRB 
sales of medicines, patented and non-patented, 
in Canada for human use totalling $9.1 billion. 
Sales of patented medicines alone totalled 
$6.3 billion. Of the 70 reporting companies, 
ten accounted for $4.4 billion, approximately 
70% of the total sales of patented drugs for 
human use in Canada. 


1 Scrip Magazine, February 2001, p.31. 


The Pharmaceutical Industry in Canada 
The global pharmaceutical industry is dominated by a number of large 


multinational enterprises based in several countries. Most of these companies have Canadian 
subsidiaries which, along with a few domestic pharmaceutical firms, account for the 
manufacture, sale and distribution of drugs in Canada. 


According to the most recent information 
available from Statistics Canada, the phar- 
maceutical industry accounted for less than 
2% of all sales and employment in the 
manufacturing sector of the Canadian economy 
in 1998.2 Because of its research and devel- 
opment (R&D) activities, however, the 
pharmaceutical industry was estimated to 
account for approximately 10.6% of total 
R&D for the manufacturing sector.> This 

is consistent with this industrys relative 
performance since 1987. (For a report on 
patentees’ R&D expenditures in 2000, please 
refer to page 35). 


IN 2000, SALES OF PATENTED 
| MEDICINES TOTALLED $6.3 BILLION. | 


Sales of Drugs in Canada 


Beginning in the year 1999, the PMPRB 
reports sales of drugs for human use only, 
excluding drugs for veterinary use.f 


2 Statistics Canada, Manufacturing industries in 
Canada: national and provincial areas, 1998, 
Catalogue No. 31-203-XPB. 


3 Statistics Canada, /ndustrial Research and 
Development, 1999, Catalogue No. 88-202- XPB. 


4 Beginning with the year 1999, the calculation of 
manufacturers’ sales of all drugs and patented drugs, 
as set out in this report, includes the sales of drug 
products for human use only. Between 1990 and 1998, 
sales of patented drugs for veterinary use as a 
percentage of total sales of patented drugs varied 
between 2.3% (1998) and 3.6% (1994). 
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Table 1 shows manufacturers’ sales of all 
drugs and of patented drugs in Canada 
since 1990. Total sales by manufacturers of 
pharmaceuticals for human use in 2000 in 
Canada are estimated at $10.0 billion, an 
increase of 12.4% from 1999.5 The total 
sales of drugs in Canada, including the sales 
of drugs for veterinary use reported by 
patentees for patented and non-patented 
drugs, were slightly higher at $10.2 billion 
for 2000. 


In 2000, patentees reported total factory-gate 
sales of patented drugs for human use of 


$6.3 billion. This represented an increase of 
16.7% from the sales of patented drugs for 
human use in 1999. Sales of patented drugs 
as a proportion of total sales have been 
increasing from 43.9% in 1995 to 63.0% 

in 2000. This continued increase in the 
proportion of total drug sales accounted for 
by patented drugs may be attributed in part 
to the long term effects of increased patent 
protection resulting from Bills C-22 and 
C-91 in 1987 and 1993. For further infor- 
mation on Trends in Quantities of Sales of 
Patented Drug Products, please refer to page 23. 


Table 1 
Year Total 
Sales Change * 
($billions) (%) 
2000 10.0 12.4 
1999** 8.9 16.8 
1998 7.8 11.4 
1997 7.0 7.0 
1996 6.6 10.0 
1995 6.0 (ley 
1994 5.9 93 
1993 5.4 125 
1992 48 9.1 
1991 44 18.9 
1990 3.7 - 


Source: PMPRB and IMS Health. Prior to 1996, Statistics Canada information was used. 
* Percentage changes reflect exact values of sales and not rounded values of sales. 


** The percentage change from 1998 of 16.8% for total drugs and 27.0% for patented drugs represents the change in 


sales of drugs for human use only. 


5 Patentees are required, under the Patented 
Medicines Regulations, to submit to the PMPRB infor- 
mation showing their annual total pharmaceutical 
sales for both patented and non-patented drugs in 
Canada. They reported sales of drugs for both human 
and veterinary use of $8.3 billion in 1999 and $9.3 billion 
in 2000. Their sales of drugs for human use repre- 
sented $9.1 billion in 2000. IMS Health collects and 
publishes reports estimating sales of pharmaceuticals 
by individual firms. Total sales by manufacturers can 
be estimated by adding the total sales reported by 
patentees and using information from IMS Health to 
estimate sales in Canada of generic drug companies 
that belong to the Canadian Drug Manufacturers’ 
Association (CDMA). 
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Manufacturers’ Sales of All Drugs and Patented Drugs for Human and 
Veterinary Use 1990-1998; and for Human Use 1999-2000 


Patented Patented Drugs 

as Percentage of 
Total 

Sales Change * 
($billions) (%) 

6.3 16.7 63.0 
5.4 27.0 61.0 
4.3 18.9 55.1 
ou 22.6 52.3 
3.0 12.8 45.0 
2.6 10.8 43.9 
2.4 -2.1 40.7 
24 9.4 44.4 
22 14.0 43.8 
2.0 13.1 43.2 
(lev - 43.2 


oe steel 


Prior to 1996, total sales of drugs in Canada were 
estimated using information published by Statistics 
Canada on shipments, imports and exports of pharma- 
ceuticals. See Statistics Canada CANSIM No.'s 
D667757, D401624 and D451712. In 1996, the PMPRB 
began using its current methodology for estimating 
total sales of drugs in Canada, because current infor- 
mation from Statistics Canada is not available prior to 
publication of the PMPRB’s Annual Report. 


_ SALES OF PATENTED DRUGS AS A 

: PROPORTION OF TOTAL SALES HAVE 
_ BEEN INCREASING FROM 43.9% IN 
1995 To 63.0% IN 2000. 
Figure 1 shows the growth in annual sales of 
patented and non-patented drugs from 1990 
to 2000. Non-patented medicines may 
include products that were previously subject 
to patent protection, those that are not yet 
or never will be protected by a patent, and 
generic copies. Information filed by patentees 
with the PMPRB indicates that most of the 
sales of non-patented drugs are not generic 
drugs, but are brand name drugs sold by 
companies that also sell patented drugs. 


From 1990 to 1995, sales of non-patented 
brand name drugs typically accounted for 
about 50% of the total drug sales of patentees. 
From 1996 to 2000 that proportion declined 
steadily and was 28% in 2000. 


The PMPRB does not receive information on 
the sale of generic drugs. Total sales of generic 
manufacturers in Canada can be estimated 
from information published by IMS Health. 
The sales of generic drugs are estimated at 
approximately $929 million in 2000, an 
increase of 15.2% from 1999.6 


6 Canadian Pharmaceutical Market: Drug Store and 
Hospital Purchases, December 2000, IMS Health. 
Sales of generic manufacturers are estimated by 
adding the total sales as reported by IMS Health for 
those manufacturers that belong to the Canadian 
Drug Manufacturers Association (CDMA). 


Figure 1 $ Billions 


Manufacturers’ Sales ¥ 
of Patented and 
Non-Patented J 
Drugs, 1990-2000 


Generic M AT 18 
Non-Patented Brand Name Er 
Patented HN Te 
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Sources: PMPRB and IMS Health 
Beginning in 1999, the total manufacturers’ sales of drugs in Canada 
include sales of drugs for human use only. 


The PMPRB reviews the prices of individual 
patented drug products, including each 
strength and dosage form. Of the 1573 drug 
products reported to the PMPRB, 1451 were 
for human use and the remaining 122 were 
for veterinary use.7 Of those 1451 patented 
drugs, only 940 were sold in 2000. 


In 2000, Health Canada’s drug product 
database listed almost 22,000 drug products 
approved for sale in Canada for human use.8 
Of these drug products, approximately 5200 
are prescription drugs, excluding biologic 
drug products and those drugs considered 
controlled substances. 


Of the patented drug products reported to 
the PMPRB for human use, about 96% 
require a prescription. Although patented 
drugs represented only about 6.6% of the 
total number of drugs on Health Canada’s 
drug product database, they accounted for 
63.0% of the total value of sales. 


7 Among the 1573 patented drugs reported to the PMPRB, 
there are some drugs that do not have a Notice of 
Compliance, but are sold as Investigational New Drugs 
or under the Special Access Program administered by 
Health Canada. These drugs are also subject to 
review by the PMPRB. 


8 Health Canada, Therapeutics Products Programme. 
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Figure 2 


Year-over-Year Changes 
in the PMPI 
1988-2000 
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Prices of Patented Drugs in 2000 


have been reported to the PMPRB.? 


Historically, the PMPI has reflected price 
changes for all patented drugs, whether for 
human or veterinary use. As of 1999, the 
PMPI only includes the changes in the prices 
of patented drug products for human use. 


Percentage 


FA -1.9 


-2.2 


1988 1989 1990 1991 1992 1993 1994 1995 1996 1997 1998 1999 2000 


Source: PMPRB 
Beginning in 1999, the PMPI reflects changes in the prices of patented drugs 
for human use only. 


9 See the PMPRB's A description of the Laspeyres 
methodology used to construct the Patented Medicine 
Price Index (PMPI), (revised) April 1997. Also, see 
A Description of the Major Price Indexes for Pharma- 
ceuticals, produced by Statistics Canada and the 
PMPRB, January 2001, for an explanation of the PMPI. 
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The PMPRB maintains the Patented Medicine Price Index 
(PMPI), an index of manufacturers’ prices for patented drugs as reported annually to the 
PMPRB. The PMPI measures the average change from the previous year in the average 
ex-factory prices of patented drug products sold in Canada. The PMPI is derived from the 
net ex-factory prices reported by patentees and, therefore, includes all patented drugs that 


Trends in Drug Prices and Expenditures 


In 2000, as shown in Figure 2, manufacturers’ 
prices of patented drugs increased slightly 
from the previous year. The prices of patented 
drugs, as measured by the PMPI, rose by 0.4% 
from the level in 1999. The majority of the 
price increases for patented drug products in 
2000 were less than 1% from 1999. 


Price Trends of All Drugs — Patented 
and Non-Patented 


The Patent Act provides that the PMPRB 
shall consider changes in the Consumer 
Price Index (CPI) in determining if the price 
of a patented medicine is excessive. The 
PMPRBS Guidelines limit price increases of 
patented drugs to increases in the CPI. As 
shown in Figure 3, prices of patented drugs, 
as measured by the PMPI, did not increase 
more than the CPI in every year since 1988 
with the exception of 1992.10 In 2000, 
consumer prices increased by 2.7% while 
the prices of patented drug products rose 
by an average of 0.4%.11 


10 To facilitate and encourage compliance by patentees, 
the PMPRB's CPl-adjusted methodology uses the 
forecast rate of CPI inflation published by the 
Department of Finance. The methodology is self- 
correcting over time. The forecast CPI inflation rate 
for 1992 had been 3.2%, but the actual rate was 1.5%. 
For a full explanation of the CPl-adjusted methodology 
please refer to Schedule 4 of the PMPRB's 
Compendium of Guidelines, Policies and Procedures. 


11 Statistics Canada, CANSIM, Series P100000. 


It is not unexpected that the overall increases 
in patented drug prices have been less than 
the increases in the CPI. The PMPRBS 
Guidelines apply on a product-by-product 
basis; in other words, no patented drug 
product can increase in price by more than 
the CPI. The prices of some drug products 
will increase by less than the CPI or will 
decrease, causing the change in the PMPI to 
be lower than the change in the CPI. In 
addition, the policies of provincial govern- 
ments in the administration of their drug 
plans in recent years have limited the ability 
of drug manufacturers to increase prices. 


Industrial Product Price Index (IPP1) 


The pharmaceutical component of the 
Industrial Product Price Index [IPPI (pharma)], 
published by Statistics Canada, provides an 
index of manufacturers’ prices for all pharma- 
ceuticals produced in Canada for domestic 
consumption and export. This includes both 
patented and non-patented drugs. In 2000, 
the IPPI (pharma) increased by 0.5%.12 As 
shown in Figure 3, the IPPI (pharma) has 
remained virtually unchanged since 1993. 


As summarized in Figure 4, from 1988 to 
2000, the IPPI (pharma) has increased, on 
average, by 1.8%, which is less than the 
average annual increase in the CPI of 2.6%. 
Prices for patented drugs have increased at a 
lower rate over that period, growing by an 
average of 0.8% per year. 


Figure 4 also shows information on pharma- 
ceutical price trends prior to the creation of 
the PMPRB in 1987. From 1982 to 1987, 
price increases of all drugs, as measured by 
the IPPI (pharma), averaged 9.0% per year 
as compared with increases in the CPI of 
5.6% per year. The decline in the rate of 
increase in the prices of all drugs relative to 
the CPI coincided with the introduction of 
federal price regulation of patented drugs. 


12 Statistics Canada, CANSIM, Series P3515. The last 
six months of data are subject to revision by Statistics 
Canada. 


Figure 3 
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Beginning in 1999, the PMPI reflects changes in the prices of patented drugs 
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1988-2000 


Beginning in 1999, the PMPI reflects changes in the prices 


of patented drugs for human use only. 


Patented drugs have represented between 
40.7% and 63.0% of manufacturer's sales of 
all drugs since 1988. 


Price Trends in Canada and the 
United States 


The trends in drug prices in Canada can be 
compared with those in the United States. 
Figures 5 and 6 compare the annual changes 
in the pharmaceutical component of the 
US. Product Price Index [U.S. PPI (pharma)] 
to the annual changes in the IPPI (pharma) 
both before and after 1987. The U.S. PPI 
(pharma), published by the United States 
Bureau of Labor Statistics, measures price 
increases of all pharmaceuticals at the factory- 
gate. It is similar in construction to Statistics 
Canada’s IPPI (pharma). 
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Figure 5 


Year-over-Year Changes 
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Price Indices, 
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Figure 6 
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Figure 5 shows the year-over-year changes in 
the U.S. PPI (pharma) and the Canadian 
IPPI (pharma) from 1982 and in the PMPI 
from 1988. Prior to 1987, the Canadian IPPI 
(pharma) increased in every year at a rate 
above the U.S. PPI (pharma); that trend 
reversed in 1987. The U.S. PPI (pharma) 
increased by 2.4% in 2000.13 


Figure 6 shows these trends in summary 
form during the periods prior to and after 
1987. From 1982 to 1987, Canadian drug 
prices, as measured by the IPPI (pharma), 
increased by almost 9% per year, which is 
more than the average annual rate of 
increase of 7.1% in the U.S. By contrast, the 
average annual rate of increase in the IPPI 
(pharma) declined to 1.8% between 1988 to 
2000, well below the rate of 4.9% for the 
U.S. PPI (pharma). The average annual rate 
of increase of patented drug prices in 
Canada was 0.8% from 1988 to 2000. 


4 2.4% 
i) = = er 
à Fa es 0.4% 


1985 1988 1991 1994 1997 2000 


Sources: PMPRB and Statistics Canada 
Beginning in 1999, the PMPI reflects changes in the prices of patented drugs 
for human use only. 


Percentage 
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Sources: PMPRB, Statistics Canada and the U.S. Bureau of Labor Statistics 


Beginning in 1999, the PMPI reflects changes in the prices 
of patented drugs for human use only. 
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Relationship of Canadian Prices to 
Foreign Prices: Past and Present 


The above price indices demonstrate how 
prices of drugs in Canada have changed over 
time. Another way of examining the drug 
price trends, taking into account introductory 
prices and price increases, is to examine the 
trend in the relationship of prices in Canada 
to those in other countries. The next two 
figures show the relationship between 
Canadian prices of patented drugs and foreign 
prices over time. 


In accordance with the Patent Act and the 
Patented Medicines Regulations, patentees are 
required to report all publicly available 
ex-factory prices for patented drugs in 

seven foreign countries, listed in the Patented 
Medicines Regulations, in which the drug is 
sold.!+ This foreign price information is used 
for two purposes: in the application of the 
Guidelines, and to compare price levels in 
Canada with those elsewhere. In January 2000, 
the Boards policy to include the price of U.S. 


13 U.S. Bureau of Labor Statistics, Producer Price Index- 
Commodities, Series ID: wpu063. All indexes are 
subject to revision by the U.S. Bureau of Labor 
Statistics four months after their original publication. 
The increase of 10.5% in 1998 is in part attributed to a 
large increase in the index for the psychotherapeutic 
category in that year. See the Bureau of Labor 
Statistics website, http://stats.bls.gov/ppidrug.htm, for 
detailed explanation. 


14 France, Germany, Italy, Sweden, Switzerland, the 
United Kingdom and the United States. 


The PMPRB seeks to verify the foreign price information 
reported by patentees in several ways. For example, it 
is possible to derive a manufacturer's ex-factory price 
from the prices listed in foreign formularies in six of 
the seven countries used for price comparisons. 

This method is described further in the PMPRB’s 
study, Verification of Foreign Patented Drug Prices, 
September 1998, (S-9812). 


Ex-factory prices in the U.S. cannot be derived using 
the same methodology as there are no regulated 
mark-ups in the U.S. and many customers are able to 
negotiate confidential discounts from published prices. 
As of 2000, the PMPRB includes prices available to 
U.S. federal departments and agencies on the Federal 
Supply Schedule (FSS) in calculating U.S. prices. 


The FSS for pharmaceuticals is a price catalogue 
containing almost 23,000 pharmaceutical products. 
The FSS price is equal to or better than the price 
manufacturers charge to their most favoured non- 
federal customers under comparable terms and condi- 
tions. The FSS price may not be the lowest price in the 
market as terms and conditions may vary by drug 
product. The FSS is available publicly on the internet. 


Federal Supply Schedule (FSS) in calculating 
the average U.S. price of patented drugs 
came into effect. For further information on 
the inclusion of the U.S. FSS prices, please 
refer to page 12 of the 1999 Annual Report. 


Figure 7 shows the relationship between 
Canadian prices and median prices in the 
seven countries used for price comparison 
purposes, as listed in the Patented Medicines 
Regulations, over the period from 1987 to 
2000.15 It shows that Canadian prices were, 
on average, 23% higher than the median 
international prices in 1987. This ratio 
declined until the mid-1990s and has since 
remained relatively stable in the range of 
about 10% below median international 
prices. The increase in the ratio from 0.89 to 
0.92 in 2000 appears to be attributed in part 
to the inclusion of U.S. FSS prices in calcu- 
lating the U.S. prices, and in part to a 
relative decline in prices in the European 
countries as shown in Figure 8. 


Figure 8 shows the relationship between 
Canadian prices for patented drug products 
and prices in each of the countries listed in 
the Regulations in 1999 and 2000. In 1987, 
Canadian prices were, on average, below those 
in the U.S., but above the prices in all other 
countries. By the mid-1990s, the situation 
had changed dramatically when Canadian 
prices, in comparison, tended to be in the 
mid-range of the six European countries. As 
shown in Figure 8, this relationship continued 
to remain relatively stable in 2000 as prices 
of patented drugs for human use in Canada 
were slightly lower than the prices in Sweden, 


15 This calculation is based on a revenue-weighted 
average of the ratio of the Canadian price to median 
international price for each patented drug product 
sold in that year. Foreign prices are converted to 
Canadian currency by using the simple average of the 
thirty-six monthly average noon spot exchange rates 
for each country. The methodology used by the 
Board in conducting foreign price comparisons can 
be found in the Compendium of Guidelines, Policies 
and Procedures, Schedule 3, and in two papers 
published with the PMPRB's Road Map for the Next 
Decade in 1998 entitled Trends in Patented Drug 
Prices (S-9811) and Verification of Foreign Patented 
Drug Prices (S-9812). 


Germany, the United Kingdom and Switzerland 
and higher than in France and Italy. In all 
countries except Italy, however, prices 
declined slightly in 2000 relative to Canada. 


As in previous years, prices in the U.S. 
appear to be higher than prices in Europe 
and in Canada. The pharmaceutical industry 
in the U.S. has argued that the publicly 
available prices in that country do not 
reflect actual prices because of confidential 
discounts and rebates. 


: IN 2000, PRICES OF PATENTED DRUGS 
| IN CANADA ON AVERAGE WERE 8% 

| BELOW THE MEDIAN PRICES IN THE 

| OTHER COUNTRIES. 


Figure 7 Ratio 
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Figure g 


Retail Drug Expenditures 
as % of Total Health 
Expenditures* 

Canada, 1982-2000 


Figure 1 0 


Year-over-Year Changes in 
Retail Drug Expenditures* 
1982-2000 
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Year-over-Year Changes 
in the CPI (Rx) Index 
1988-2000 
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Increased Expenditures on Drugs 
at the Retail Level 


The price indices show that since 1987, 
manufacturers’ prices of all drugs, and 
patented drugs in particular, have increased 
at a more modest rate than before or have 
declined. Despite this moderation in price 
increases, total expenditures on drugs by 
consumers have increased more rapidly. In 
2000, according to the latest figures published 
by the Canadian Institute for Health 
Information (CIHI), total expenditures on 
drugs at the retail level, excluding drugs 
prescribed for use in the hospital setting, 
have increased faster than other major 
components of health care, and reached a 
forecast level of 15.5% of total health expen- 
ditures (see Figure 9).16 CIHI estimated that 
overall retail drug expenditures increased by 
9.0% in 2000 (see Figure 10).17 


Consumers often ask why changes in total 
drug expenditures, as reflected in Figure 10, 
are usually greater than changes in drug prices 
as reflected in Figure 3.18 While the PMPRB 
reports average changes in prices at the 
manufacturers’ level, total drug expenditures 
reflect, among other things, changes in the 
quantity of drugs purchased, the introduction 
of new drugs and prices at the retail level. 
Statistics Canada measures retail price 
changes of prescription drugs, including 
mark-ups and professional fees, with the 
Consumer Price Index for prescribed medi- 
cines, CPI (Rx). As reported by Statistics 
Canada and shown in Figure 11, prices of 
prescription medicines at the retail level rose 
by 3.0% in 2000.19 


16 See the National Health Expenditure Trends, 
1975-2000, published by CIHI in 2000. 


17 CIHI reports preliminary estimates for the last two 
years it reports. These figures are subject to change. 


18 In its study, Analysis of Drug Claim Costs 1993-1997, 
Green Shield Canada found that while drug costs for 
the average claim rose at an average annual compound 
rate of 7.5%, drug prices decreased on average by 
0.8% annually over the same period. 


19 Statistics Canada, CANSIM, Series P200202. 


There are several factors, as outlined in 
Figure 12, which may contribute to rising 
drug costs, in the face of moderate changes 
in drug prices.2° The control of one factor 
(e.g. drug prices at the factory or retail level) 
does not necessarily mean control of total 
expenditures. As an example, even if drug 
prices do not change, changes in the other 
factors may drive up total drug expenditures. 


Trends in Quantities of Sales of 
Patented Drug Products 


The PMPRB also maintains the Patented 
Medicine Quantity Index (PMQI). Data 
available to the PMPRB allow it to measure 
changes in the quantities as well as the 
prices of patented drugs sold from year to 
year. This analysis reveals that the quantities 
of patented drugs sold have consistently 
increased at a much faster rate than prices. 
As shown in Figure 13, this trend has con- 
tinued in 2000. 


In 2000, the prices for patented medicines 
increased by 0.4%, on average, while the 
quantities sold increased by 16.2%. 


From 1988 to 2000, the average annual 
increase in quantities of patented drugs sold 
was approximately 12.0% as compared with 
an average annual increase of 0.8% in their 
prices. 


The index for the quantities of patented 
drugs sold may not be representative of total 
sales of all pharmaceuticals because patented 
drugs have represented between 40.7% and 
63.0% of total sales since 1990. Among 
other things, this analysis does not take into 
account shifts in utilization between patented 
drugs and non-patented drugs, nor does it 
account for changes in patent status. For 
example, drugs continue to be consumed 
even though their patents expire and their 
prices are no longer subject to the PMPRBS 
jurisdiction. 


20 This figure is reproduced from the PMPRB's 
Discussion Paper, Examining the Role, Function and 
Methods of the Patented Medicine Prices Review 
Board, November 1997. 
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Drug Expenditures 


Figure 1 3 


Year-over-Year Changes 
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— changes in the total population 


— changes in the demographics and health status of the 
population (i.e. towards those with increased medication 
needs) 


— changes in the unit prices of drugs (both patented and 
non-patented) 

— changes in retail and wholesale mark-ups and 
professional fees 

— changes in the prescribing habits of physicians (i.e. from 
older, less expensive medications to newer, relatively more 
expensive medications [+ improved therapeutic effect] 
to treat the same underlying diagnosis) 

— changes in utilization of drugs on a per patient basis 
(i.e. more medications per patient per year) 

— trends towards using drug therapy instead of other 
treatments (e.g. as alternatives to surgery in some cases) 

— new diseases to be treated 

— old diseases to be treated, where there existed no treat- 
ment before; old diseases better treated with new drugs. 


Percentage 
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20.6 21.2 
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Source: PMPRB 
Beginning in 1999, the PMPI and the PMQI represent changes in price 


and quantity for patented drugs for human use only. 
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Sales by Major Therapeutic Group 
(ATC class) 


For price review purposes, the PMPRB 
classifies all drugs sold in Canada according 
to the current World Health Organization 
(WHO) Anatomical Therapeutic Chemical 


Table 2 breaks out patented drug products 
sold during 2000 according to major 
therapeutic groups, showing the total 
manufacturers’ sales, proportion of total 
manufacturers’ sales and growth in manufac- 
turers’ sales from 1999. (The breakdown in 
the proportion of sales for patented medicines 


(ATC) classification system. by major therapeutic group may differ from 


that for all drugs, including non-patented 
medicines. ) 


Manufacturers’ Sales of Patented Drugs for Human Use by Major 
Therapeutic Group, 2000 


Table 2 


ATC Main Group Manufacturers’ Proportion of Growth in 
Patented Manufacturers’ Manufacturers’ Patented 
Sales in 2000 Patented Sales Sales from 1999 
in 2000 
$M % $M % 
A: Alimentary tract and metabolism 716.9 123 66.2 93 
B: Blood and blood forming organs 284.7 4.5 43.7 18.1 
C: Cardiovascular system 1,696.5 26.9 209.1 14.1 
D: Dermatologicals 89.6 1.4 15 -1.6 
G: Genito-urinary system and sex hormones 194.9 3.1 S/n 235 
H: Systemic hormonal preparations, 
excluding sex hormones 47.9 0.8 75 18.6 
J: General antiinfectives for systemic use; 
Ps aes products?! 806.1 12.8 70.9 9.6 
L: Antineoplastics and 
immunomodulating agents 441.2 7.0 90.5 25.8 
M: Musculo-skeletal system 502.4 8.0 208.7 AR 
N: Nervous system 956.8 15.2 106.7 12.6 
R: Respiratory system 416.4 6.6 71.4 20.7 
S: Sensory organs 68.0 ie 10.9 19.1 
V: Various 27.0 0.4 -8.8 -24.6 


Totals 6,308.4 
Source: PMPRB 


* The percentage may not equal 100 due to rounding. 


21 For 1999 and 2000, these groups have been combined 
for reasons of confidentiality. 
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As shown in Table 2, the largest growth in 
manufacturers’ sales of patented drugs 
occurred in the following ATC System Main 
Groups: 


+ ATC Group M: drug products which act 
on the musculo-skeletal system such as 
anti-inflammatory and anti-rheumatic 
drug products, and drug products used to 
treat osteoporosis. 


+ ATC Group L: drug products which are 
used in cancer chemotherapy, immuno- 
suppressive agents used, for example, to 
prevent transplant rejections or treat 
advanced rheumatoid arthritis and 
immunostimulants used to treat diseases 
such as hepatitis C and multiple sclerosis. 


+ ATC Group G: drug products which 
act on the genito-urinary system and sex 
hormones such as drugs for erectile 
dysfunction, urinary antispasmodics, 
hormone replacement therapies and oral 
contraceptives. 
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Compliance and Excessive Price Guidelines 


Under the Patented Medicines Regulations (Regulations), patentees are 


required to report information on the introductory prices and sales of new patented 


toll-free number: 1-877-861-2350. 


The Guidelines are based on the price deter- 
mination factors in section 85 of the Patent Act 
(Act). In summary, the Guidelines provide that: 


+ prices for most new patented drugs are 
limited such that the cost of therapy for 
the new drug does not exceed the highest 
cost of therapy for existing drugs used to 
treat the same disease in Canada; 


+ prices of breakthrough patented drugs 
and those which bring a substantial 
improvement are limited to the median of 
the prices charged for the same drug in 
other industrialized countries listed in the 
Regulations (France, Germany, Italy, 
Sweden, Switzerland, U.K., and U.S.); 


+ price increases for existing patented medi- 
cines are limited to changes in the 
Consumer Price Index (CPI); and 


+ the price of a patented drug in Canada 
may, at no time, exceed the highest price 
for the same drug in the foreign countries 
listed in the Regulations. 


Patented Medicine Prices Review Board 


medicines within 60 days of the date of first sale and to continue to file detailed information 
on prices and sales of each patented drug for the first and last six-month period of each 
year for as long as the drug remains patented. The PMPRB reviews this pricing information 
on an ongoing basis to ensure that the prices charged by patentees comply with the 
Guidelines established by the Board; the Guidelines have been developed in consultation 
with stakeholders including the provincial and territorial ministers of health, consumer 
groups and the pharmaceutical industry. They are published in the PMPRBS Compendium 
of Guidelines, Policies and Procedures (Compendium) and are available on the PMPRB 
website at: www.pmprb-cepmb.gc.ca under Frequently Requested Items or by calling our 


New Patented Drug Products in 2000 


For purposes of the review of prices by the 
PMPRB, any patented drug product introduced 
on the market in Canada or previously mar- 
keted but first patented between December 1, 
1999 and November 30, 2000 is considered 
a new patented drug product in 2000.22 


There were 93 new patented drug products 
(DINs) representing 61 medicines in 2000. 
This is a decrease from the number of new 
patented DINs introduced in 1999. Of the 

93 new patented DINs, 81 (87.1%) are for 

human use and 12 for veterinary use. 


Nineteen (20.4%) of the 93 new patented 
DINs were being sold in Canada prior to the 
issuance of the Canadian patent which 


THERE WERE 93 NEW PATENTED DRUG ~ 
: PRODUCTS (DINS) REPRESENTING 61 
MEDICINES IN 2000. 


22 Because of the timing of the filing requirements under 
the Regulations and the manner of calculating bench- 
mark prices, drug products introduced or patented in 
December are considered to be new patented products 
in the following year. 


brought them under the PMPRBS jurisdic- 
tion. These DINs are denoted by an “FPG” 
(first patent granted) in Table 14 on page 47. 
The percentage of new patented DINs in 
2000 which were already being sold before 
they came under the Boards jurisdiction, 
was slightly lower than in 1999. Table 3, 
identifies the number of patented drug 
products by the year in which they were first 
sold. The time delay between date of first sale 
and date of patent grant for these products 
ranged from 4 months to 6 years with the 
majority having a delay of about one year. 


The Boards Guidelines establish three cate- 
gories of new patented drug products for 
purposes of conducting introductory price 
reviews. 23 


+ Category 1 - a new DIN of an existing 
or comparable dosage form of an existing 
medicine, usually a new strength of an 
existing drug (line extension). 


Category 2 - the first drug product to 
treat effectively a particular illness or 
which provides a substantial improvement 
over existing drug products, often referred 
to as “breakthrough” or “substantial 
improvement”. 


Category 3 - anew drug or new dosage 
form of an existing medicine that provides 
moderate, little or no improvement over 
existing medicines. 


A new drug product is assigned to category 2 
on the recommendation of the Board’s Human 
Drug Advisory Panel (HDAP). Patentees who 
wish a new drug to be classified as a category 2 
drug product must file a submission to the 
PMPRB. These submissions often become 
the subject of extended discussion between 
Board Staff and the patentee, as well as 
additional research and review by the HDAP. 
Patentees may choose not to make a category 2 
submission if the new product is priced in 
line with other drugs in the same therapeutic 
class. In such cases, the drug product will be 


23 For complete definitions of the categories, refer to the 
Compendium of Guidelines, Policies and Procedures, 
Chapter 3, section 3. 


1994 


Figure 1 4 


Categorization of 
New Patented 
Drug Products (Human) 


Category 3 ee 


Category 2 


Category 1 


Table 3 New Patented Drug Products in 2000 

by Year First Sold 

Human Veterinary 

Year First Sold #DINs #Medicines #DINs_ # Medicines 
Total 81 57 12 4 
2000 64 46 10 2 
1999 9 7 
1998 1 1 
1997 1 1 
1996 3 2 
1995 4 1 


Number of DINs 


205 


100 —= 


1996 1997 1998 1999 2000 


classified as a category 1 or 3 drug product, 
as appropriate, without an assessment of the 
relative therapeutic merit of the product being 


conducted. Most category 2 submissions are 
filed for new active substances. 


Figure 14 provides a breakdown by category 
of the new patented DINs for human use 
over the five year period 1996 through 2000 


inclusive. Table 14 lists the drug products 


included in each category in 2000. 
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The HDAP recommended that three new 
patented medicines (3 DINs) should be clas- 
sified as category 2 new medicines in 2000: 
Visudyne (verteporfin, CIBA Vision) a 
cytotoxic photosensitizing agent for the 
treatment of age-related macular degeneration; 
Enbrel (etanercept, Wyeth-Ayerst) a TNF 
antagonist for the treatment of rheumatoid 
arthritis; and Rilutek (riluzole, Aventis 
Pharma Inc.) a glutamate antagonist for the 
treatment of amyotrophic lateral sclerosis 
(ALS). 


The HDAP also revised its recommendation 
concerning the categorization of a new drug 
introduced in 1999. In last year’s Annual 
Report, the PMPRB reported that Herceptin 
(trastuzumab, Hoffmann-La Roche) had been 
categorized as a new drug in category 3. The 
HDAP subsequently revised that recommen- 
dation to category 2 in light of recently- 
published information. Figure 14 has been 
revised to reflect this change. 


New Active Substances in 2000 


Among the new patented DINs for human use 
sold in Canada in 2000, there were 23 new 
active substances (NASs)24 compared to 

29 in 1999, 20 in 1998, 28 in 1997 and 

21 in 1996. A listing of the new patented 
NASs in 2000 appears in Table 4. A new 
active substance may represent more than one 
DIN if it is sold in more than one strength 
or dosage form. The 23 NASs listed for 2000 
were marketed as 34 presentations (DINs); 
the remaining 47 of the 81 new patented 
DINs for human use introduced in 2000 
were new presentations of existing medicines, 
e.g., new strengths or dosage forms. 


24 Health Canada uses the term “New Active Substances” 
in place of the term “New Chemical Entity” to more 
accurately reflect both new biological and chemical 
substances. 
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The PMPRBS list of patented NASs in any year 
may differ from the list of NASs approved by 
Health Canada’s Therapeutic Products 
Programme (TPP). In some circumstances, a 
patented drug may be sold under the Special 
Access Program (SAP) before it receives a 
Notice of Compliance (NOC); or, it may be 
approved but not be introduced until some 
time later. As shown in Table 4, 13 of the 

23 new patented NASs were granted an NOC 
in 2000; seven in 1999, one in 1996, one in 
1994 and one product was sold under the SAP 


Health Canada approved 25 NASs in 2000, 
a decline from 37 in 1999-25 not all were 
introduced to the market in that year. In 
addition, not all NASs approved by Health 
Canada are subject to the PMPRBS jurisdic- 
tion. Seventeen (17) of the 25 NASs 
approved in 2000 are patented medicines 
and two more are known to the PMPRB as 
having patent applications pending. 


25 Annual Drug Submission Performance Report, 
January-December 2000, Therapeutic Products 
Programme. 


Table 4 | 


Chemical Name 


Brand Name 


Company 


New Active Substances Introduced in 2000 (NAS) 


basiliximab 
cabergoline 
exemestane 
icodextrin 
lepirudin 


moxifloxacin hydrochloride 
pioglitazone hydrochloride 


quinupristin/dalfopristin 
riluzole 

rivastigmine tartrate 
rosiglitazone maleate 
thyrotropin alfa 
verteporfin 

zaleplon 

zanamivir 

zoledronic acid 


Simulect 
Dostinex 
Aromasin 
Extraneal 
Refludan 
Avelox 
Actos 
Synercid 
Rilutek 
Exelon 
Avandia 
Thyrogen 
Visudyne 
Starnoc 
Relenza 
Zometa 


Novartis Pharma Canada 
Pharmacia & Upjohn 
Pharmacia & Upjohn 
Baxter Corporation 
Aventis Pharma 

Bayer Inc. 

Eli Lilly Canada 

Aventis Pharma 

Aventis Pharma 

Novartis 

Smithkline Beecham 
Genzyme Canada 
Novartis Ophthalmics 
Servier Canada Inc. 
Glaxo Wellcome 
Novartis Pharma Canada 


New Active Substances Introduced in 2000 (NAS)26 


ancestim 
etanercept 

in-111 pentetreotide 
insulin lispro27 


melphalan hydrochloride 
sevelamer hydrochloride 
telmisartan 


Stemgen 
Enbrel 
Octreoscan 
Humalog 


Humalog Mix 


Alkeran 
Renagel 
Micardis 


Amgen Canada 
Wyeth-Ayerst Canada 
Du Pont Pharma 

Eli Lilly Canada 


Glaxo Wellcome 
Genzyme Canada Inc. 
Boehringer Ingelheim 


26 These drugs, which were on the market before 2000, 
came under the PMPRB’s jurisdiction in 2000 with the 


27 


issuance of a patent. 


The first patent pertaining to Humalog (insulin lispro) 
was granted in 2000. Humalog was the subject of a 
Voluntary Compliance Undertaking (VCU) and a price 


# DINs ATC Class 


LO4AA 
G02CB 
LO2BG 
BO5D 
BO1AX 
J01MA 
A10BG 
JOIFG 
NO7XX 
NO6DA 
A10BG 
V04 
LO1XX 
NO5CF 
JO5AH 
MO5BA 


New Patented Medicines in 2000 (Human) — New Active Substances 


NOC 


1Sep2000 
30Jun2000 
17Aug2000 
17Sep1999 
10ct1999 
190ct2000 
17Aug2000 
10Dec1999 
30Aug2000 
13Apr2000 
21Mar2000 
pending 
31May2000 
11May2000 
2Nov1999 
21Aug2000 


20May1999 
1Dec2000 
12Feb1999 
80ct1996 


27Apr1994 
24Feb2000 
26Aug1999 


reduction in 1998 during the patent pending period 
(1997 Annual Report, pp.26-27). 
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Price Review of Patented Drugs 
in 2000 


Board Staff review the prices of all patented 
drugs to determine if they comply with the 
Guidelines. Under the Boards policies, when 
a price appears to exceed the Guidelines, 
and the circumstances are within the criteria 
established by the Board, the staff conduct an 
investigation to determine the facts. (For a full 
explanation of the criteria for commencing 
an investigation please refer to Schedule 5 of 
the PMPRBs Compendium of Guidelines, Policies 
and Procedures.)28 


Price Review of New Patented Drugs for 
Human Use 


The new patented drug products (DINs) 
introduced in 2000 were categorized as listed 
in Table 14. At the time this report was pre- 
pared, the price review had been completed 
for 67 of the 81 new DINs for human use. 


Of the 67 new patented DINs reviewed, the 
prices of 49 (73.1%) were considered to be 
within the Guidelines. Eighteen new DINs 
(27.3%) were priced at levels which appeared 
to be outside the Guidelines and investigations 
were commenced. One investigation was 
subsequently concluded on the basis of 
additional scientific evidence and the price 
was found to be within the Guidelines. At the 
time of this report, seventeen investigations 
are in progress. 


28 Aprice is considered to be within the Guidelines unless 
it meets the criteria for commencing an investigation. 
The criteria represent the standards the Board applies 
in order to allocate its resources to investigations as 
efficiently as possible. Their existence should not be 
construed as indicating that the Board accepts any 
deviation from the Guidelines. The Board is satisfied 
that its criteria assure all significant cases of pricing 
outside the Guidelines will be subject to investigation. 
In most instances where a price exceeds the maximum 
allowable price by an amount too small to trigger an 
investigation in one year, it is offset by a price below 
that which is permitted by the Guidelines the following 
year. The Board expects the prices of all patented 
medicines to be within the Guidelines and evidence of 
persistent pricing outside the Guidelines, even by a small 
amount, may be used as a criterion for commencing 
an investigation. 
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Price Review of Existing Patented Drug 
Products for Human Use 


For the purpose of this report, existing med- 
icines include all patented drug products 
that were on the market before December 1, 
2000. The PMPRBS Guidelines limit the 
price changes for existing patented drugs to 
changes in the Consumer Price Index (CPI). 
In addition, the price of a patented drug 
cannot exceed the highest price of the same 
drug product in the seven countries listed in 
the Regulations. 


A total of 859 existing patented drug products 
(DINs) for human use were sold during 2000. 
At the time of this report: 


* the prices of 807 DINs (93.9%) were 
reviewed and found to be within the 
Guidelines; 


¢ 31 DINs were the subject of investigations 
commenced as a result of pricing in earlier 
periods;29 


° 18 DINs were still under review; and 


+ 3 DINs, all pertaining to Nicoderm, were 
the subject of a hearing under section 83 
(see Enforcement Activities section, pages 
Do) 


A summary of the review, compliance and 
investigation status, as of May 31, 2001, of the 
new and existing patented drug products for 
human use in 2000 is provided in Table 5. 


29 Includes three DINs which became subject to investi- 
gation as a result of new information received during 
the year. 


Patented Drugs for Veterinary Use 


In March 1999, the Board implemented, on 
a three year trial basis, a complaints-driven 
process as an alternative means of reviewing 
the prices of patented veterinary medicines.30 


There were a total of 122 existing patented 
drug products for veterinary use in 2000. 
This total includes 12 new DINs introduced 
to the market in 2000. These 12, along with 
the six drug products introduced in 1999, 
remain under review as priority has been 
given to drug products for human use. 


The Board did not receive any complaints 
with respect to the prices of any patented 
veterinary drug products in 2000. 


Update of the 1999 Annual Report 


In last year’s Annual Report, it was reported 
that of the 951 patented drug products for 
human use sold in 1999, the prices of 36 were 
still under review. The results of those 
reviews concluded that 20 had been within 
the Guidelines, but 16 DINs were priced at 
levels that appeared to exceed the Guidelines 
and therefore investigations were opened. At 
the time of this report, two of those investi- 
gations have been concluded as a result of 
additional information. The prices of both of 
these drug products were within the 
Guidelines. 


30 Refer to Excessive Price Guidelines Special 
Provisions for Veterinary Patentees in the PMPRB’s 
Compendium. Under this policy, patentees are not 
required to report price and sales information to the 
PMPRB as required by the Regulations. 


Table 5 Patented Drug Products for Human Use Sold in 2000 


as of May 31, 2001 


New Drugs Total 


introduced in 2000 


Existing Drugs 


Total 81 859 940 
Under review 14 18 32 
Subject of Investigation 17 31 48 


Notice of Hearing 


Within Guidelines28 


At the time of last years Annual Report, the 
Board reported that 29 DINs (including three 
DINs of Nicoderm, which are still the subject 
of a hearing) were under investigation. Of 
the 29 investigations ongoing at the time of 
last years’ report Board Staff have concluded 
12 of those investigations; in 11 cases, the 
prices were ultimately found to be within the 
Guidelines. One case, Plavix, was concluded 
as a result of a Voluntary Compliance 
Undertaking (see Enforcement Activities 
section, page 34). 


In summary, as of May 31, 2001, as shown in 
Table 5, that total number of investigations 
in progress has increased to 51, i.e., 48 DINs 
which are under investigation and the three 
DINs of Nicoderm which are still subject of 
a hearing. 
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Enforcement Activities 


Public hearings 


Nicoderm is a transdermal nicotine patch. It 
is indicated as an aid for smoking cessation 
for the partial relief of nicotine withdrawal 
symptoms. 


On May 25, 1999, HMRC brought a motion 
for an order that the Board rescind the Notice 
of Hearing on the grounds that the Board is 
without jurisdiction to inquire into the matters 
raised in the Notice of Hearing. The motion 
listed a number of grounds for the relief 
sought and, on the agreement of all parties, 
the Board’s consideration of the motion was 
divided into two parts based on the grounds 
for the relief sought. 


The first part of the motion dealt with 
allegations of bias and whether or not the 
Notice of Hearing was sufficiently detailed 
for its purpose. The Board issued its decision 
on that part of the motion on August 3, 
1999, concluding that the matters that were 
complained of in that part of the motion did 
not deprive the Board of jurisdiction. 


The second part of the motion concerned 
HMRCs allegations that the Board has no 
statutory jurisdiction to regulate the price of 
Nicoderm. In particular, HMRC argued that 
Nicoderm is not a “medicine” within the 
meaning of the Patent Act or, if it is a medicine, 
then (1) only one of the patents recited in the 
Notice of Hearing pertains to Nicoderm; and 
(2) the patent applications referred to therein 
are not relevant to the Boards jurisdiction. 


Patented Medicine Prices Review Board 


Nicoderm, Hoechst Marion Roussel Canada Inc. 


On April 20, 1999, the Chairperson of the Board issued a Notice of Hearing to consider 
whether, under sections 83 and 85 of the Patent Act (Act), the patented medicine Nicoderm 
is being, or has been, sold by Hoechst Marion Roussel Canada Inc. (HMRC) in Canada at 
a price that, in the opinion of the Board, is excessive and if so, what order, if any, should 

be made. This matter was first referred to on page 32 of the 1998 Annual Report and sub- 
sequently reported in the 1999 Annual Report and in several issues of the NEWSletter. 


The matter of which patents pertain to 
Nicoderm and the relevance of the patent 
applications are significant because patents 
were granted, and applications were made 
and laid open, on different dates and thus 
there is an issue as to the date from which 
the pricing of Nicoderm has been subject to 
the Boards jurisdiction. The determination 
of that issue will define the period during 
which the Board will examine the allegations 
of Board Staff concerning excessive pricing 
by HMRC. 


The Boards jurisdiction under the Act to 
prevent excessive pricing is limited to 
patented medicines. In other words, for the 
Board to have jurisdiction over the pricing of 
a product, the product in question must be a 
“medicine” within the meaning of the Act 
and it must be sold in a market in Canada 
by a person who is a patentee of a patent 
that pertains to the product within the 
meaning of the Act. 


HMRC alleges in its motion that Nicoderm 
is not a medicine, but a delivery device for 
the administration of nicotine. HMRC states 
that of the three patents identified in the 
Notice of Hearing and alleged by Board Staff 
to pertain to Nicoderm — the 1,338,700; 
1,333,689 and 1,331,340 patents — (the ’700 
patent, the 689 patent and the ’340 patent) 
only the ’700 patent pertains to Nicoderm, 
and it is only the ’700 patent of which 


HMRC could be said to be a “patentee” within 
the meaning of the Act. Finally, HMRC argues 
that the two patent applications identified in 
the Notice of Hearing — the 2,032,446 and 
2,040,352 applications — (the 446 and 

°352 applications) have no bearing on the 
Boards jurisdiction. 


In its decision handed down on August 8, 
2000, the Board reached the following con- 
clusions with respect to the matters in issue 
in this proceeding: 


+ Nicoderm is a “medicine” within the 
meaning of the Act; 


+ the ’700, 689 and ’340 patents pertain to 
Nicoderm; 


¢ HMRC is a “patentee” of the 700 and 
‘689 patents; 


¢ HMRC is not a “patentee” of the 340 patent. 
The Chairman of the hearing panel has 
delivered a dissenting opinion on this 
conclusion; 


¢ HMRC has been a “patentee” of the patents 
for which application has been made in 
the ’352 and ’446 patent applications 
from the date on which those applications 
were laid open to public inspection; 


¢ the pricing of Nicoderm has been subject 
to the jurisdiction of the Board since the 
introduction of Nicoderm to the Canadian 
market in 1992. 


On September 8, 2000, Hoechst Marion 
Roussel Canada (HMRC) filed an application 
for judicial review in the Federal Court of 
Canada with respect to the Boards decision 
of August 8, 2000 on Part Il of HMRCS 
motion challenging the Boards jurisdiction 
to hear proceedings in the Nicoderm matter. 
HMEC had filed an application on 
September 3, 1999 in regard to the Boards 
decision in Part I of the jurisdictional challenge. 
Proceedings on the first judicial review 
application had been held in abeyance until 
the Boards decision on the second part of 
the jurisdictional issues had been rendered. 


On October 25, 2000, Board Staff filed a 
motion to participate in the two applications 
for judicial review initiated by HMRC. The 
Board itself filed a motion to intervene in 
these proceedings on March 7, 2001. The 
Federal Court of Canada heard these motions 
on March 13 and the decision is pending. 


The Hearing Panel’s decisions in this 
case are posted on the Boards website: 
www.pmprb-cepmb.gc.ca, under 
Publications, Hearings & Decisions of 
the Board. 


Virazole, ICN Canada Ltd. and 
ICN Pharmaceuticals, Inc. 


On March 30, 2000, following a hearing, the 
Board issued a Variation Order to its July 26, 
1996 Order in the case of ICN and the price 
of Virazole. This matter was reported on 
page 34 of the 1999 Annual Report. 


Voluntary Compliance Undertakings 


Under the Compliance and Enforcement 
Policy, patentees are given an opportunity to 
make a Voluntary Compliance Undertaking 
(VCU) when Board Staff conclude, following 
an investigation, that a price appears to have 
exceeded the Guidelines. Approval of a VCU 
by the Chairperson or Board is an alternative 
to the commencement of formal proceedings 
through the issuance of a Notice of Hearing. 


In 2000, the Chairperson approved one VCU 
by Bristol Myers Squibb Pharmaceutical 
Group and Sanofi-Synthélabo Canada Inc. 
for the patented medicine Plavix, following 
Notice and Comment. 
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Bristol-Myers Squibb 
Pharmaceutical Group and Sanofi- 
Synthélabo Canada Inc.—Plavix 


In its April 2000 NEWSletter, the Board 
gave notice to ministers of health in the 
provinces and territories and other interested 
persons of a Voluntary Compliance 
Undertaking (VCU) made by Bristol-Myers 
Squibb Pharmaceutical Group (BMS) and 
Sanofi-Synthélabo Canada Inc. (Sanofi) 
regarding the patented medicine Plavix. 
The Board indicated that it would consider 
submissions in this matter in determining 
whether to accept the VCU. 


Plavix (clopidogrel sulfate) is approved for 
the secondary prevention of vascular ischemic 
events (myocardial infarction, stroke, vascular 
death) in patients with a history of sympto- 
matic atherosclerotic disease. 


Submissions were required to be filed with 
the Secretary of the Board on or before 

June 9, 2000. Board Staff, BMS and Sanofi 
were given the opportunity to submit written 
responses to any submissions made within 
15 days thereafter. 


One submission was received, from the 
Province of Saskatchewan, suggesting that 
the Board consider any future changes to the 
product monograph resulting from a review 
by Health Canada. To date, there have not 
been any changes to the product monograph, 
but the Board continues to monitor any 
action by Health Canada in this regard. 
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Having considered the submission of the 
Province of Saskatchewan as well as all the 
other evidence before it, the Board accepted 
the VCU submitted by BMS and Sanofi with 
respect to the patented medicine Plavix. 


In compliance with the terms of the VCU, 
BMS and Sanofi agreed to lower the price of 
Plavix from $2.47 per tablet to $2.40, and to 
offset the excess revenues. The patentees 
made a payment in the amount of $583,065 
to offset excess revenues received from the 
sale of Plavix at prices higher than the 
maximum non-excessive price (MNE) from 
October 1998 to February 29, 2000; and 
submitted copies of credit notes issued to 
pharmacies, wholesalers, hospitals and other 
customers for the difference between actual 
prices paid and the MNE of $2.4015 for the 
year 2000, to offset excess revenues received 
from the sale of Plavix from March 1, 2000 
to April 9, 2000. 


The Board will continue to monitor changes 
to the product monograph and review this 
matter again if the circumstances warrant. The 
Board notes that it would not be precluded 
from reviewing the price of Plavix and taking 
proceedings under the Patent Act in the 
future if the circumstances so warrant. 


VCUs and Board’ decisions are available on the 
Boards website: www.pmprb-cepmb.gc.ca, 
under Publications, VCUs. 


Analysis of SRST EEE Oe tcp Ro. 


Under the Act, the PMPRB monitors and 
reports the R&D spending as reported to the 
Board by patentees, but it has no regulatory 
authority to influence the type of research or 
amount of R&D spending by patentees. The 
Act requires each patentee to report its revenues 
from the sales of drugs and the expenditures 
made by the patentee in Canada on R&D 
relating to medicine. For individual patentees, 
this calculation includes all revenues from 
Canadian sales of medicines, including 
revenues from licensing agreements. 


Data Sources 


Companies that reported sales of patented 
medicines in 2000 were also required to file 
R&D data for that calendar year as per the 
Patented Medicines Regulations (Regulations). 
Only companies with active Canadian 
patents pertaining to a medicine sold in 
Canada are required by the Act to report on 
R&D expenditures. As new patents are 
granted and others expire, the group of 
companies required to file R&D data may 
change from year to year. 


31 Formerly the Pharmaceutical Manufacturers 
Association of Canada (PMAC). 


32 Conference Board of Canada, Rating R&D Tax 
Incentives, November 1999. The conference Board 
examined eleven countries including, in addition to 
Canada, Australia, France, Korea, Mexico, United 
Kingdom, Japan, Sweden, Italy, Germany, United States. 


With the adoption of the 1987 amendments to the Patent Act (Act), 
Canada’s Research Based Pharmaceutical Companies (Rx@D)?! made a public commitment that 
the brand name pharmaceutical industry would increase its annual R@D expenditures as a 
percentage of sales to 10% by 1996. In 1999, the Conference Board of Canada concluded that 
Canada maintains the most favourable tax system for R&D of eleven countries it examined. 


The information reported in this chapter is 
derived from reports filed with the Board by 
patentees. Under the Regulations, patentees 
are required to certify that the information 
reported is true and correct by an officer of 
the company. The PMPRB does not audit but 
attempts to reconcile the information and to 


seek corrections or clarifications from patentees 
if it finds any discrepancies. Each patentee is 
also given the opportunity to confirm the 
R&D-to-sales ratio calculated by the PMPRB 
for that company before publication of this 
report. 


For 2000, 79 companies selling human and 
veterinary drug products filed reports on 
R&D. Sales of drugs for both human and 
veterinary use are included for the purpose 
of this section of the report. Of those 

79 companies, 37 were Rx&D members. 
The data from the 79 reporting firms are the 
basis of this report. The total R@D expendi- 
tures reported by all the companies was 
$944.7 million while the expenditures 
reported by the 37 Rx&D members totalled 
$815.6 million in 2000, which accounted 
for 86.3% of the total R&D expenditures 
for the patented pharmaceutical industry 

as a whole; their sales revenues totalled 
$7.7 billion, accounting for 82.8% of the 
total sales revenues. 
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Table 6 


Source: PMPRB 


members of the Rx&D are not affected. 


As shown in Table 6, patentees reported 
total R&D expenditures of $944.7 million in 
2000, an increase of 5.6% over 1999, which 
is the lowest increase since 1988. Current 
expenditures accounted for $895.5 million 
or 94.8% of total R@D expenditures. Capital 
equipment costs and allowable depreciation 
expenses amounted to 3.6% and 1.6% 
respectively. 


R&D Expenditures 


Pursuant to the Regulations, patentees are 
required to report those R&D expenditures 
that would have been eligible for an 
Investment Tax Credit for scientific research 
and experimental development under the 
provisions of the Income Tax Act in effect on 
December 1, 1987.33 Market research, sales 
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Companies Total R&D Change 
Reporting Expenditures* from 
($M) Previous 
Year 
(%) 
2000 79 944.7 5.6 
1999 78 894.6 12.0 
1998 74 798.9 10.2 
1997 75 1291 9.0 
1996 12 665.3 6.4 
1995 7 625.5 115 
1994 73 561.1 11.4 
1993 70 503.5 22.1 
1992 71 412.4 9.6 
1991 65 376.4 232 
1990 65 305.5 24.8 
1989 66 244.8 47.4 
1988 66 165.7 - 


Total R&D Expenditures* and R&D-to-Sales Ratios of Reporting Companies 
1988-2000 


Total Change R&D-to-Sales Ratio 
Sales from 
Revenues Previous 
($M) Year 
(%) 
All Rx&D 
Patentees Patentees ** 

(%) (%) 

9309.6 12.0 10.1 10.6 

8315.5 19.2 10.8 11.3 

6975.2 10.9 11.5 127 

6288.4 7.4 11.5 12.9 

5857.4 9.9 11.4 12.3 

5330.2 75 117 12.5 

4957.4 4.4 11.3 11.6 

4747.6 14.0 10.6 10.7 

4164.4 6.9 9.9 9.8 

3894.8 18.1 9.7 9.6 

3298.8 11.0 9.3 9.2 

2973.0 9.4 8.2 8.1 

2718.0 - 6.1 6.5 


* Total expenditures include current expenditures, capital equipment expenditures and allowable depreciation 
expenses. If the expenditures funded by government are excluded, the ratios for all patentees and for the 


** In the past, Rx&D has reported that its members have achieved a higher R&D-to-sales ratio than reported by the 
PMPRB. Not all members of Rx&D are required to report to the PMPRB each year as, under the Patent Act, only 
companies with active Canadian patents pertaining to a medicine sold in Canada are required to report on R&D 

expenditures. For example, some biotechnology companies are engaged in R&D but are not required to report to 
the PMPRB as they have not made sales of a patented product during this reporting year. 


promotions, quality control or routine testing 
of materials, devices or products and routine 
data collection are among the expenditures 
that are not eligible for an Investment Tax 
Credit and therefore should not be included in 
the patentees’ filings. Total R&D expenditures 
include current expenditures, capital equip- 
ment costs and allowable depreciation 
expenses. 


33 The definitions of research and development for pur- 
poses of the Patented Medicines Regulations are 
based on definitions under the Income Tax Act in 1987 
and differ in some respects from definitions used for 
tax purposes today. The R&D information filed by pat- 
entees with the PMPRB is not necessarily consistent 
with what may ultimately be allowed by the Canada 
Customs and Revenue Agency for purposes of the 
Income Tax Act. 


_PATENTEES REPORTED TOTAL R&D 
EXPENDITURES OF $944.7 MILLION 

IN 2000, AN INCREASE OF 5.6% 

OVER 1999. 

Revenues from Sales 

The 79 patentees reported total revenues of 
$9.3 billion from Canadian sales of patented 
and non-patented drugs in 2000, up 12.0% 
over 1999. Patentees are largely brand name 
companies that sell patented and non-patented 


drugs. Of total sales revenues, less than 1% 
was generated by licensing agreements. 


R&D-to-Sales Ratios 


The ratio of R&D expenditures to sales 
revenues for the patented pharmaceutical 
industry was 10.1% in 2000, down from 
10.8% in 1999. The ratio for the 37 compa- 
nies that were members of Rx&D was 10.6% 


in 2000, down from 11.3% in 1990. Although 


the total R&D expenditures increased by 
5.6%, the R&D-to-sales ratios declined 
because sales increased even more, by 
12.0%. As a result, the R&D-to-sales ratios 
for all patentees and Rx&D companies were 
lower in 2000 than in any year since 1992. 


Table / 


and Total Sales Revenues 


Range of 
R&D- to-Sales 
Ratio 2000 


Number of Total Sales 
Reporting Revenues 
Companies ($M) 


0% 17 349.5 
0%-10% 39 4,860.5 
> 10% 23 4,099.6 
Total 79 9,309.6 


Source: PMPRB 


As shown in Table 7, of the 79 reporting 
companies, 17 companies reported having 
performed no R&D in 2000. Sales revenues 
for companies with no R&D totalled $349.5 
million in 2000 accounting for 3.8% of total 
sales revenues for the patented pharmaceutical 
companies. The 39 companies reporting R&D 
expenditures with an R&D-to-sales ratio of 
10% or less in 2000, was the same as 1999. 
This group included companies with total 
sales of $4.9 billion in 2000 compared to 
$4.5 billion in 1999. The 23 companies with 
ratios of more than 10% accounted for a 
smaller proportion of total sales, 44.0%, or 
$4.1 billion in 2000. 


Table 12 on page 41, lists all reporting 
patentees and their R&D-to-sales ratios. 


Table 8 shows how current expenditures on 
R&D in 2000 were allocated among basic, 
applied, and other qualifying R&D. Total 
current expenditures on R&D rose by 5.9% 
in 2000. 


© THE RATIO OF R&D EXPENDITURES TO 


| SALES REVENUES FOR THE PATENTED 


| PHARMACEUTICAL INDUSTRY WAS 


10.1% IN 2000, DOWN FROM 10.8% 


| IN 1999. 


Range of R&D-to-Sales Ratios by Number of Reporting Companies 


1999 


Number of Total Sales 
Reporting Revenues 
Companies ($M) 


14 273.6 
39 4543.5 
25 3498.4 
78 8315.5 
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Current R&D Expenditures 
by Type of Research 
1988-2000 


Other Qualifying HR 
Applied 2 


Basic 
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Table 8 | 


Type of Research 2000 


$M % 

Basic 159.1 17.8 
+ Chemical | 69.3 hi 
+ Biological 89.8 10.0 
Applied 549.3 61.3 
Manufacturing Process 68.2 7.6 
Pre Clinical Trial | 34.1 3.8 

Pre Clinical Trial II IS 2.4 
Clinical Trial Phase | 17.8 2.0 
Clinical Trial Phase Il 85.8 9.6 
Clinical Trial Phase III 322.1 36.0 
Other Qualifying R&D 187.0 20.9 
TOTAL** 89551 100.0 


Source: PMPRB 


Current R&D Expenditures* by Type of Research, 1999 and 2000 


1999 % Change in 
Expenditures 
2000 - 1999 


$M 
159:9 221 
63.5 wal 
92.4 -2.8 
530-2 2.6 
65.2 ; 46 
30.1 
10.9 
15.3 
63.6 
350.1 
154.7 
845.8 


* Current expenditures exclude capital equipment and depreciation expenditures. 


** Column may not equal totals due to rounding. 


Patentees reported spending on basic research 
of $159.1 million or 17.8% of the total current 
R&D expenditures in 2000. Basic research is 
defined as work that advances scientific 
knowledge without a specific application in 
view. Expenditures on basic research increased 
by 2.1% in 2000 but its share of total R&D 
continued to decline from 18.4% in 1999 to 
17.8% in 2000. This is the lowest proportion 
of total R&D spending on basic research 
ever reported by patentees since the Board 
began reporting such information in 1988. 
The lions share of R&D spending continued 


$ Millions 


1000 — 
800: — 
600 — 


400 — 


~ 903 535 783 942 1037 1207 1174 1320 1366 1404 1468 1559 1591 
1988 1989 1990 1991 1992 1993 1994 1995 1996 1997 1998 1999 2000 


Source: PMPRB 
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to be on applied research, $549.3 million or 
61.3% of the total. Applied research is directed 
towards some practical application, comprising 
the manufacturing process, pre-clinical trials 
and clinical trials. Clinical trials totalled 
$425.7 million in 2000 and accounted for 
77.5% of total applied research expenditures, 
and 47.5% of the total current R&D expen- 
ditures. Manufacturing process accounted 
for $68.2 million, or 7.6% of the total current 
R&D expenditures, and pre-clinical trials 
accounted for $55.4 million or 6.2% of the 
total current R&D expenditures. Other 
qualifying research, which accounted for 
20.9% of total expenditures in 2000, includes 
drug regulation submissions, bioavailability 
studies and Phase IV clinical trials. 


Figure 15 shows current expenditures on R&D 
by type of research from 1988 to 2000 and 
Figure 16 shows their shares of expenditures 
during those years. 


Pharmaceutical patentees report their expen- : 
Figure 1 6 


ditures on research they conduct themselves eee 

(intra-mural) and research performed by Share of Current R&D | ™ — pe M DE 
others, including universities and hospitals Expenditures by Type ie i 
and other manufacturers (extra-mural). Bf Research) 6 ma 


Table 9 presents the current R@D expenditures 1988-2000 


by R&D performer and identifies the intra- 
mural and extra-mural expenditures. Most 
R&D was carried out by patentees. In 2000, 
58.2% of R&D expenditures was directed to 


Ch 
4 == 


Other Qualifying Mi 2 — D 


R&D performed by patentees, compared Applied Sa 

with a in 1999. Expenditures on R&D Basic ae fen 19.1 fj 23.4 27.2 i 26.5 26.4 i 25.3 21.9 Be 22.1 20.7 20.7 19,6 184 17.8 
performed by universities and hospitals 1988 1989 1990 1991 1992 1993 1994 1995 1996 1997 1998 1999 2000 
decreased by 16.1% to $144.6 million from ea 


1999. Expenditures on R@D performed by 
other companies on behalf of patentees 
incurred the largest increase with 15.0%, from 
$137.9 million in 1999 to $158.6 million in 
2000. The category “others” includes individ- 
uals, organizations such as private clinics, 
and federal and provincial governments. 
This category increased by 1.9% in 2000. 


Table 9 | Current R&D Expenditures* by R&D Performer, 1999 and 2000 


R&D Performer 2000 1999 % Change 
2000 - 1999 


$M % $M % 


Intra-mural 
e Patentees 521.2 58.2 465.7 55.1 
Extra-mural 


e Universities and Hospitals 144.6 16.1 172.4 20.4 
+ Other Companies 158.6 127 1379 16.3 
e Others JE 79 69.8 8.3 
Total 895.5 100.0** 845.8 100.0** 


Source: PMPRB 
* Current expenditures exclude capital equipment and depreciation expenditures. 


** The percentages may not equal 100% due to rounding. 
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In 2000, as in previous years, most of the 
R&D expenditures of pharmaceutical patentees 
were funded internally. Table 10 shows that 
in 2000, more than 97% of all patentees’ 
R&D was funded by internal funds and 
funds provided by associated companies. 
The share of funding by governments 
increased by 6.0%. The share of others 
increased from $5.9 million in 1999 to 
$17.9 million in 2000. 


In 2000, R&D spending increased in all parts 
of Canada. There was no significant change in 
the regional distribution of R@D spending 
in 2000. As shown in Table 11 more than 
85% of total expenditures continued to be 
made in Ontario and Québec. Table 13, on 
page 43, shows the current R&D expendi- 
tures as reported by province and by R@D 
performer for 2000. 


Table 10 | Total R&D Expenditures* by Source of Funds, 1999 and 2000 


Source of Funds 2000 


$M % 


1999 % Change 
2000-1999 


$M % 


Company 921.5 975 


Federal/Provincial 55 0.6 
Governments 


Others 17.9 1.9 
Total 944.7 100.0 


Source: PMPRB 


883.7 43 
5.0 0.6 6.0 


“59 0.7 203.4 
894.6 100.0%" 5.6 


* Total expenditures include capital equipment and allowable depreciation. 


** The percentage does not equal 100 due to rounding. 


Location of R&D 2000 

$M % 
Atlantic Provinces 25.1 2.8 
Québec Sy 2i 41.6 
Ontario 396.2 44.2 
Western Provinces 102.0 11.4 
Territories 0.012 0.0 
Total 89557 100.0 


Source: PMPRB 


** Columns may not add up due to rounding 
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Table 11 | Current R&D Expenditures* by Location, 1999 and 2000 


* Current expenditures exclude capital equipment and depreciation expenditures. 


For more details on provincial breakdown, refer to table 13, page 43. 


1999 % Change 
2000 - 1999 
$M % 

23.6 2.8 6.4 
340.4 40.2 de 
381.4 45.1 oo 
100.4 ES) 1.6 


0.010 0.0 20.0 
845.8 100.0 ie) 


Table 12 | Ratios of R&D Expenditures to Sales Revenues by Reporting Patentee,' 


1999 and 2000 


Company 


3M Pharmaceuticals, 3M Canada Inc. 

Abbott Laboratories, Limited 

Agouron Pharmaceuticals Canada Inc. 

Alcon Canada Inc. 

Allergan Inc. 2 

AltiMed, Division of Technilab Pharma 

Alza Canada 

Amgen Canada Inc. 2 

AstraZeneca Canada Inc. 24 

Aventis Pasteur Limited 3 

Aventis Pharma 2.5 

Axcan Pharma Inc. 2 

Ayerst Veterinary Laboratories 

Baxter Corporation 

Bayer Inc. 2 

Bayer Inc., Agriculture Division 

Berlex Canada Inc. 2 

Biogen Inc. 

Block Drug Company (Canada) Ltd. 
Boehringer Ingelheim (Canada) Ltd. 2 

Bracco Diagnostics Canada Inc. 
Bristol-Myers Squibb Pharmaceutical Group 2 
BYK Canada Inc. 2 

Canderm Pharma Inc. 

Cangene Corporation 

CIBA Vision Canada Inc. 

Colgate Oral Pharmaceuticals 

Crystaal Corporation, Division of Biovail Corporation International 
Dermik Laboratories Canada Inc. 

Draxis Health Inc. 

Du Pont Merck Pharma Inc. 2 

Eli Lilly Canada Inc. (includes Elanco Animal Health Division) 2 
Ferring Inc. 

Fournier Pharma Inc. 2 

Fujisawa Canada Inc. 2 

Galderma Canada 

Genetics Institute Inc. 

Genzyme Canada Inc. (not a patentee in 1999) 
Gilead Sciences, Inc. § 

Glaxo Wellcome Inc. 2 

Hoffmann-La Roche Limited 2 

ICN Canada Limited 

Janssen-Ortho Inc. 2 

Johnson & Johnson Merck Consumer Pharmaceuticals of Canada 
Knoll Pharma Inc. 2 


wow wep mip rb: cep mb. gcc a 


R&D-to-Sales Ratio (%) 


2000 
0.0 
ip 

58.4 
0.0 
8.2 
0.0 
0.0 

65.7 3 

10.1 

49.3 3 

13.1 

PET) 
0.0 
0.2 
7.0 
1.6 
5.8 

105.0 
0.0 

2558 
0.0 
8.9 

224 
1.8 

224.4 3 
3.2 
0.0 

63.8 
0.6 

16.1 

13.4 

He 
Lee 
6.6 

13.0 
0.5 
0.0 
0.0 

43,363.0 3 

13.4 
6.7 
es 
9.0 
0.0 
a3 


1999 
8.5 
2.2 

15.4 
0.0 
8.9 
0.0 
0.0 
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Leo Laboratories Canada Ltd. 2 

Ligand Pharmaceuticals (Canada) 0.0 

Lundbeck Canada Inc. 2 8.9 

Mallinckrodt Medical Inc. 2 

McNeil Consumer Healthcare Canada 2.3 

Medicis Canada Ltd. 0.0 

Merck Frosst Canada Inc. 2 

Merial Canada Inc. 0.4 

Novartis Animal Health Canada Inc. 0.2 

Novartis Consumer Health Canada Inc. 122 

Novartis Pharmaceuticals Canada Inc. 2 

Novo Nordisk Canada Inc. ile: 

Nycomed Amersham Canada Ltd. LA 

Organon Canada Ltd. 2 2.9 

Ortho Dermatological, Division of Johnson & Johnson Inc. 0.0 

Pathogenesis Canada Ltd. (not a patentee in 1999) 0.0 

Pfizer Canada Inc. (includes Pfizer Animal Health Group) 2 9.2 

Pharmacia & Upjohn Inc. 2 ee 

Procter & Gamble Pharmaceuticals Canada, Inc. 2 15.7 

Purdue Pharma 2 | 47 
Sanofi-Synthélabo Canada Inc. 24 34.9 

Schein Pharmaceutical Canada Inc. (not a patentee in 1999) ZA 

Schering Canada Inc. 2 8.9 

Searle Canada Inc. 2 5.1 

Serono Canada Inc. 76 

Servier Canada Inc. 2 (not a patentee in 1999) 0.0 

Shire Canada Inc. 1.0 2.2 
SmithKline Beecham Pharma Inc. 2 74 7.8 
Solvay Pharma Inc. 2 8.3 9.4 
The Liposome Company, Inc. 19 4.8 
Warner-Lambert Canada Inc. (Parke-Davis) 2 541 7.6 
Warner-Lambert Consumer Healthcare 2 0.8 0.7 
Wyeth-Ayerst Canada Inc. 2 720 Ce) 
Yamanouchi Pharmaceutical Co. Ltd. 0.0 0.0 


Source: PMPRB 


1 The revenues from royalties are included in calculating each company's ratio, but are deducted, when appropriate, 
for the industry-wide aggregation to avoid double-counting. Federal and provincial government grants have been 
netted from the expenditures used to calculate the individual R&D-to-sales ratios but are included in the aggregate 
statistics. Differences between the list of firms filing data on prices and those filing R&D data are due to differences 
in reporting practices between patentees and their affiliates or licencees as well as the fact that veterinary patentees 
are required to file information on R&D expenditures, but some are not required to report price and sales information 
each year. 


Member of Rx&D. This information has been added at the request of stakeholders and is based on published sources. 


These ratios have been verified with the companies. The largest part of their R&D expenditures was provided by 
non arms length companies. 


Astra Pharma Inc. merged with Zeneca Pharma Inc. to form AstraZeneca Canada Inc. in 2000. The R&D-to-Sales 
ratio for Astra Pharma Inc. and Zeneca Inc. were, respectively, 10.2% and 6.7% in 1999. 


Hoechst Marion Roussel Canada Inc. merged with Rhône Poulenc Rorer Canada Inc. to form Aventis Pharma Inc. 
The R&D-to-Sales ratio for Hoechst Marion Roussel Canada Inc. and Rhône Poulenc Rorer Canada Inc. were, 
respectively, 13.7% and 25.4% in 1999. 


Formerly known as NeXstar Pharmaceuticals, Inc. 
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Table 13 | Current R&D Expenditures by Province and by R&D Performer, 2000 


Province R&D Performer Percentage of 
Expenditures 


Patentees Other University Hospitals Others Total Rx & D 


Companies 

Newfoundland $(000) 1,095.60 1,267.53 1,064.15 996.04 1,048.69 5,472.00 4,098.56 0.61 
% 20.02 23.16 19.45 18.20 19.17 100.00 0.53 

Prince Edward Island $(000) 1.06 144.20 172.90 99.59 158.07 573.70 446.41 0.06 
% -0.19 25.14 30.14 17.36 27.55 100.00 0.06 

Nova Scotia $(000) 3,150.92 2,143.09 1,832.55 5,068.98 2,268.37 14,463.91 13,622.48 1.62 
% 21.79 14.82 12.67 35.05 15.69 100.00 1.76 

New Brunswick $(000)  1,306.50 966.70 52.02 1,084.05 1,150.56 4559.83 3,154.50 0.51 
% 28.65 21.20 1.14 23.77 2523 100.00 0.41 

Québec $(000) 237,710.63 78,328.69 7,902.24 26,710.57 21,467.33 372,119.45 349,951.80 41.56 
% 63.88 21.05 22 (72 7.18 747 100.00 45.27 

Ontario $(000) 249,158.72 54,123.70 20,379.22 40,875.13 31,707.42 396,244.19 317,141.41 44.25 
% 62.88 _ 13.66 5.14 10.32 8.00 100.00 41.03 

Manitoba $(000) 12,649.06 1,827.89 1,604.78 2,926.85 1,793.63 20,802.20 9,824.18 2232 
% 60.81 8.79 7.71 14.07 8.62 100.00 1.27 

Saskatchewan $(000) 1,556.37 1,487.05 2,051.98 1,451.66 1,821.03 8,368.09 7,716.98 0.93 
% 18.60 17.77 24.52 17.35 21.76 100.00 1.00 

Alberta $(000) 10,058.35 12,827.32 8122.34 6,195.86 6,034.99 43,238.66 40,842.30 4.83 
% | 23.26 29.67 = 18.79 14.33 13.96 100.00 5.28 

British Columbia $(000) 4,532.65 5,499.32 5,680.88 10,307.42 3,603.59 29,623.86 26,174.54 3.31 
TR ee % | 15.30 18.56 19.18 34.79 12.16 100.00 3.39 

Yukon; N.W.T.; Nunavut $(000) 0.00 0.00 0.00 12.45 0.00 12.45 12.45 0.001 
eg cae % 0.00 0.00 0.00 100.00 0.00 100.00 0.002 

Canada $(000) 521,217.75 158,615.49 48,863.04 95,728.59 71,053.66 895,478.53 772,985.60 100.00 
% 58.21 17.71 5.46 10.69 7.94 100.00 100.00 


Source: PMPRB 
e The percentage under each R&D category gives the percentage of all money spent in that category in that province. 


° Expenditures as a percentage of total means percentage of R&D expenditures in. that province: compared to total R&D in Canada. 


e Rows and columns may not equal totals due to rounding. 


¢ Current expendi res pis capital expenditures (equipment + depreciation) = io R&D rte. 
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Glossary 


Drug Regulations, or contact the PMPRB. 


Active Ingredient: Chemical or biological 
substance responsible for the claimed 
pharmacologic effect of a drug product. 
(Ingrédient actif) 


Advance Ruling Certificate (ARC): 

A non-binding certificate may be issued 
pursuant to subsection 98(4) of the Act at 
the request of a patentee when the Board is 
satisfied that the price or proposed price of the 
medicine would not exceed the maximum non- 
excessive price under the Board's Guidelines. 
(Certificat de décision au préalable) 


ATC: Anatomical Therapeutic Chemical 
[ATC] classification system, developed and 
maintained by the World Health Organization 
(WHO) Collaborating Centre for Drug Statistics 
Methodology, divides drugs into different 
groups according to their site of action and 
therapeutic and chemical characteristics. 
This system is used by the PMPRB as a guide 
for selecting comparable medicines for 
purposes of price review. (ATC) 


Dedication of Patent: A practice whereby 
a patentee notifies the Commissioner of 
Patents that it has surrendered its rights and 
entitlements flowing from the patent for the 
benefit of the public to use and enjoy. 
(Cession d’un brevet) 

NB: As of January 30, 1995, the Board does not recognize 


dedication of patent as a means to remove the medicine 
from its jurisdiction. (See PMPRB Bulletin 17, page 3.) 


Patented Medicine Prices Review Board 


Note To Reader: This glossary is included for the convenience of the reader. For more 
detailed information and definitions please refer to the Patent Act, the Patented Medicines 
Regulations, the PMPRB Compendium of Guidelines, Policies and Procedures and the Food and 


Drug Identification Number (DIN): 


A registration number that the Health 


Protection Branch of Health Canada assigns 
to each prescription and non-prescription 
drug product marketed under the Food and 
Drug Regulations. The DIN is assigned using 
information in the following areas: manufac- 
turer of the product; active ingredient(s); 
strength of active ingredient(s); pharmaceutical 
dosage form; brand/trade name; and route of 
administration. (Numéro d'identification de 
drogue) 


Drug Product: A particular presentation of 
a medicine characterized by its pharmaceutical 
dosage form and the strength of the active 
ingredient(s). (Produit médicamenteux) 


Drug Product, Existing: An existing drug 
product is a DIN for which a benchmark 
price has been established in accordance 
with the Board's Guidelines. (See Chapter 1, 
subsection 3.3 of the Compendium of 
Guidelines, Policies and Procedures.) (Produit 
médicamenteux existant) 


Drug Product, New: A new drug product 
is one for which the introductory price is 
under review. Patented drug products are 
considered new in the year during which 
they are first introduced on the market in 
Canada or the year they receive their first 
patent(s) if previously marketed. For price 
review purposes, new drug products for a 
given year are those introduced between 
December 1, of the previous year and 


November 30, of the reporting year. Because 
of the filing requirements under the Patented 
Medicines Regulations and the manner of 
calculating benchmark prices, drug products 
introduced in December are considered to 
have been introduced in the following year. 
(See Chapter 1, subsection 3.2 of the 
Compendium of Guidelines, Policies and 
Procedures.) (Produit médicamenteux 
nouveau) 


Emergency Drug Release (EDR) 
Program: See Special Access Program. 


Generic Product: A drug product with 
the same active ingredient, strength and 
dosage form of a brand name drug product. 
(Produit générique) 


Investigational New Drug (IND): 4 
drug that has been authorized for clinical 
evaluation (i.e. testing on humans) by 
Health Canada but that is not yet approved 
for sale for the indication under study. 
(Drogue de recherche) 


Licence, Compulsory: A licence granted 
by the Commissioner of Patents in accordance 
with subsection 39(4) of the Patent Act that 
has been continued pursuant to subsection 
11(1) of the Patent Act Amendment Act, 1992 
which permits the licencee to import, make, 
use or sell a patented invention pertaining to 
a medicine. Royalties payable are determined 
by the Commissioner of Patents who sets the 
terms of licences pursuant to subsection 39(5) 
of the Patent Act. Except for those compulsory 
licences issued prior to December 20, 1991, 
which are continued pursuant to subsection 
11(1) of the Patent Act, licences issued after 
December 20, 1991 have no effect. (Licence 
obligatoire) 


Licence, Voluntary: A contractual agree- 
ment between a patent holder and a licensee 
under which the licensee is entitled to enjoy 
the benefit of the patent or to exercise any 


rights in relation to the patent for some 
consideration (i.e., royalties in the form of a 
share of the licensee's sales.) (Licence volon- 
taire) 


Medicine: Any substance or mixture of 
substances made by any means, whether 
produced biologically, chemically, or other- 
wise, that is applied or administered in vivo in 
humans or in animals to aid in the diagnosis, 
treatment, mitigation or prevention of disease, 
symptoms, disorders, abnormal physical states, 
or modifying organic functions in humans 
and or animals, however administered. For 
greater certainty, this definition includes 
vaccines, topical preparations, anaesthetics and 
diagnostic products used in vivo, regardless 
of delivery mechanism (e.g. transdermal, 
capsule form, injectable, inhaler, etc.). This 
definition excludes medical devices, in vitro 
diagnostic products and disinfectants that 
are not used in vivo. (See Compendium of 
Guidelines, Policies and Procedures, Introduction, 
subsection 1.5.) (Médicament) 


Notice of Compliance (NOC): A notice 
in respect of a medicine issued by the Health 
Products and Food Branch of Health Canada 
under section C.08.004 of the Food and Drug 
Regulations. The issuance of an NOC indicates 
that a drug product meets the required 
Health Canada standards for use in humans 
or animals and that the product is approved 
for sale in Canada. (Avis de conformité) 


Patent: An instrument issued by the 
Commissioner of Patents in the form of let- 


~ ters patent for an invention that provides its 


holder with a monopoly limited in time, for 
the claims made within the patent. A patent 
gives its holder and its legal representatives, 
the exclusive right of making, constructing 
and using the invention and selling it to 
others to be used. (Brevet) 
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Patentee: As defined by subsection 79(1) 
of the Patent Act, “the person for the time 
being entitled to the benefit of the patent for 
that invention (pertaining to a medicine) 
and includes, where any other person is 
entitled to exercise any rights in relation to 
that patent other than under a licence con- 
tinued by subsection 11(1) of the Patent Act 
Amendment Act, 1992, that other person in 
respect of those rights;” (Breveté) 


Pending Patent: An application for a 
patent that has not yet been issued. (Brevet 
en instance) 

NB: In cases where a medicine is sold before a patent is 
issued, it is the Board policy once the patent is issued, 
to review the price of the medicine as of the date on 


which the patent application was laid open for public 
inspection. (See PMPRB Bulletin 15, page 7.) 


Research and Development (R&D): 
Basic or applied research for the purpose of 
creating new, or improving existing, materials, 
devices, products or processes (e.g. manu- 
facturing processes). (Recherche et 
développement) 


Research and Development — 
Applied Research: Work that advances 
scientific knowledge with a specific practical 
application in view such as creating new or 
improved products or processes through 
manufacturing processes or through preclin- 
ical or clinical studies. (Recherche et 
développement — recherche appliquée) 


Research and Development — 
Basic Research: Work that advances 
scientific knowledge without a specific 
application in view. (Recherche et 
développement — recherche fondamentale) 
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Research and Development — 
Clinical Research: The assessment of the 
effect of a new medicine on humans. It typi- 
cally consists of three successive phases, 
beginning with limited testing for safety in 
healthy humans then proceeding to further 
safety and efficacy studies in patients suffer- 
ing from the target disease. (Recherche et 
développement — recherche clinique) 


Research and Development — 
Preclinical Research: Tests on animals 
to evaluate the pharmacological and toxico- 
logical effects of medicines. (Recherche et 
développement — recherche pré-clinique) 


Research and Development 
Expenditures: For the purposes of the 
Patented Medicines Regulations, 1994, in 
particular sections 5 and 6, research and 
development includes activities for which 
expenditures would have qualified for the 
investment tax credit for scientific research 
and experimental development under the 
Income Tax Act as it read on December 1, 1987. 
(Dépenses en recherche et développement) 


Special Access Program (SAP): A 
program operated by Health Canada to give 
practitioners access to drugs that are not 
approved or otherwise available for sale in 
Canada. (Formerly the EDR Program.) 
(Programme d’accés spécial) 


Voluntary Compliance Undertaking 
(VCU): A written undertaking by a patentee 
to adjust its price to conform with the PMPRB's 
Excessive Price Guidelines (see Chapter 1 of 
the Compendium of Guidelines, Policies and 
Procedures). Pursuant to the Board's 
Compliance and Enforcement Policy 

(see Chapter 2, section 7) the Chairperson 
or the Board may approve a VCU in lieu of 
issuing a Notice of Hearing if it is consistent 
with the Patent Act and the policies of the 
Board and in the public interest. The Board 
reports publicly on all VCUs approved by 
the Chairperson or the Board. (Engagement 
de conformité volontaire) 


Table 14 


Patented Drug Products Introduced in 2000 


HUMAN 
Category 1 


Brand 

ACTONEL - 5MG/TAB 

BAYCOL - 0.4MG/TAB 

CYTOVENE - 500MG/CAP 

EPREX - 40000UNIT/ML 

ESTALIS 140/50 

ESTALIS 250/50 

GAMIMUNE N - 100MG/ML 
HUMALOG MIX 25/75 - 100UNIT/ML 
HUMALOG MIX 25/75 PEN - 100UNIT/ML 
HUMALOG PEN - 100UNIT/ML 
HUMULIN-N PEN - 100UNIT/ML 
HYZAAR DS 100/25 

IMITREX - 25MG/TAB 


INTRON-A PEN HSA FREE - 
15000000UNIT/ML 


INTRON-A PEN HSA FREE - 
25000000UNIT/ML 


INTRON-A PEN HSA FREE - 
50000000ÛUNIT/ML 


LOSEC - 10MG/CAP 
LUPRON DEPOT - 11.25MG/VIAL 
MAXALT RPD - 5MG/WAFER 
MINIRIN - 0.01MG/DOSE 
MIRAPEX - 0.5MG/TAB 

MS CONTIN - 100MG/SUP 
MS CONTIN - 200MG/SUP 
MS CONTIN - 30MG/SUP 
MS CONTIN - 60MG/SUP 
NORVIR SEC - 100MG/CAP 
PANTOLOC - 20MG/TAB 
PREMPLUS 0.625+2.5 
PRINIVIL - 2.5MG/TAB 
QVAR - 0.05MG/DOSE 

QVAR - 0.1MG/DOSE 


DIN 
02242518 
02241466 
02240362 
02240722 
02241835 
02241837 
02229695 
02240294 
02240295 
02241283 
02241310 
02241007 
02239738 
02240693 


02240694 
02240695 


02119579 
02239834 
02240518 
02238598 
02241594 
02145952 
02145960 
02146827 
02145944 
02241480 
02241804 
02242878 
02240934 
02242029 
02242030 
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New 
Chemical Entity 


PROCTER & GAMBLE PHARMACEUTICALS CANADA INC. 
BAYER INC. 

HOFFMANN-LA ROCHE LIMITED 
JANSSEN-ORTHO INC. 

NOVARTIS PHARMA CANADA INC. 
NOVARTIS PHARMA CANADA INC. 
BAYER INC. 

ELI LILLY CANADA INC. 

ELI LILLY CANADA INC. 

ELI LILLY CANADA INC. 

ELI LILLY CANADA INC. 

MERCK FROSST CANADA & CO. 
GLAXO WELLCOME INC. 
SCHERING CANADA INC. 


Company 


NAS/FPG 


SCHERING CANADA INC. FPG 
SCHERING CANADA INC. FPG 


ASTRAZENECA CANADA INC. 

ABBOTT LABORATORIES LIMITED 

MERCK FROSST CANADA & CO. 

FERRING INC. 

BOEHRINGER INGELHEIM (CANADA) LTD. 

PURDUE PHARMA FPG 
PURDUE PHARMA FPG 
PURDUE PHARMA FPG 
PURDUE PHARMA FPG 
ABBOTT LABORATORIES LIMITED 

SOLVAY PHARMA INC. 

WYETH-AYERST CANADA INC. 

MERCK FROSST CANADA & CO. 

3M PHARMACEUTICALS, 3M CANADA INC. 

3M PHARMACEUTICALS, 3M CANADA INC. 
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HUMAN 


Category 1 (continued) 


New 
Brand DIN Company Chemical Entity 
REBETRON PEN 02241159 SCHERING CANADA INC. 
SCHEINPHARM RANITIDINE - 150MG/TAB 02241598 SCHEIN PHARMACEUTICAL CANADA INC. 
SCHEINPHARM RANITIDINE - 300MG/TAB 02241599 SCHEIN PHARMACEUTICAL CANADA INC. 
SUPREFACT DEPOT - 9.45MG/VIAL 02240749 AVENTIS PHARMA INC. 
VASERETIC 5/12.5 02242826 MERCK FROSST CANADA & CO. 
N = 36 
HUMAN 
Category 2 

New 
Brand DIN Company Chemical Entity 
ENBREL - 25MG/VIAL 02242903 WYETH-AYERST CANADA INC. NAS/FPG 
RILUTEK - 50MG/TAB 02242763 AVENTIS PHARMA INC. NAS 
VISUDYNE - 15MG/VIAL 02242367 NOVARTIS OPHTHALMICS NAS 
N=3 
HUMAN 
Category 3 

New 
Brand DIN Company Chemical Entity 
ACTOS - 15MG/TAB 02242572 ELI LILLY CANADA INC. NAS 
ACTOS - 30MG/TAB 02242573 ELI LILLY CANADA INC. NAS 
ACTOS - 45MG/TAB 02242574 ELI LILLY CANADA INC. NAS 
AGGRENOX 200/25 02242119 BOEHRINGER INGELHEIM (CANADA) LTD. 
ALKERAN - 50MG/VIAL 02087286 GLAXO WELLCOME INC. NAS/FPG 
AROMASIN - 25MG/TAB 02242705 PHARMACIA & UPJOHN INC. NAS 
AVALIDE 150/12.5 02241818 BRISTOL-MYERS SQUIBB PHARMACEUTICAL GROUP 
AVALIDE 300/12.5 02241819 BRISTOL-MYERS SQUIBB PHARMACEUTICAL GROUP 
AVANDIA - 2MG/TAB 02241112 SMITHKLINE BEECHAM PHARMA INC. NAS 
AVANDIA - 4MG/TAB 02241113 SMITHKLINE BEECHAM PHARMA INC. NAS 
AVANDIA - 8MG/TAB 02241114 SMITHKLINE BEECHAM PHARMA INC. NAS 
AVELOX - 400MG/TAB 02242965 BAYER INC. NAS 
CELLCEPT - 500MG/VIAL 02240347 HOFFMANN-LA ROCHE LIMITED 
DIOVAN-HCT 160/12.5 02241901 NOVARTIS PHARMA CANADA INC. 
DIOVAN-HCT 80/12.5 02241900 NOVARTIS PHARMA CANADA INC. 
DOSTINEX - 0.5MG/TAB 02242471 PHARMACIA & UPJOHN INC. NAS 
EXELON - 1.5MG/CAP 02242115 NOVARTIS PHARMA CANADA INC. NAS 
EXELON - 3MG/CAP 02242116 NOVARTIS PHARMA CANADA INC. NAS 
EXELON - 4.5MG/CAP 02242117 NOVARTIS PHARMA CANADA INC. NAS 
EXELON - 6MG/CAP 02242118 NOVARTIS PHARMA CANADA INC. NAS 
EXTRANEAL 02240806 BAXTER CORPORATION NAS 


48 annual Report 2000 Patented Medicine Prices Review Board 


HUMAN 


Category 3 (continued) 


Brand 


HUMALOG - 100UNIT/ML 
HUMALOG - 100UNIT/ML 
MICARDIS - 40MG/TAB 
MICARDIS - 80MG/TAB 


OCTREOSCAN - 3.3MCI/VIAL 


REACTINE - 1MG/ML 
REFLUDAN - 50MG/VIAL 
RELENZA - 5MG/DOSE 
RENAGEL - 403MG/CAP 
SIMULECT - 20MG/VIAL 
STARNOC - 10MG/CAP 
STARNOC - 5MG/CAP 
STEMGEN - 1.875MG/VIAL 
SYNERCID 150/350 
THYROGEN - 1.1MG/VIAL 
TOBI - 300MG/AMP 


TRIAMINIC SOFTCHEWS COLD & ALLERGY 
TRIAMINIC SOFTCHEWS COLD & COUGH 


TRIAMINIC SOFTCHEWS 
THROAT PAIN & COUGH 


VIOXX - 2.5MG/ML 
ZOMETA - 4MG/VIAL 


N = 42 


VETERINARY 


Category 3 


Brand 


INGELVAC PRRS MLV 


IVOMEC EPRINEX POUR-ON - 5MG/ML 
REVOLUTION - 
REVOLUTION - 
REVOLUTION - 
- 30MG/TUBE 
- 45MG/TUBE 
REVOLUTION - 


REVOLUTION 
REVOLUTION 


120MG/TUBE 
15MG/TUBE 
240MG/TUBE 


60MG/TUBE 


ZENIQUIN - 100MG/TAB 
ZENIQUIN - 200MG/TAB 
ZENIQUIN - 25MG/TAB 
ZENIQUIN - 50MG/TAB 


N=12 


DIN 


02229704 
02229705 
02240769 
02240770 


02238337 
02240996 
02240863 
02241701 
02242815 
02242220 
02242219 
02240229 
02241323 


02239630 
02240450 
02240448 
02240451 


02241109 
02242725 


DIN 


02237228 
02242046 
02242050 
02242045 
02242047 
02242048 
02242049 
02241413 
02241412 
02241415 
02241414 


Company 

ELI LILLY CANADA INC. 

ELI LILLY CANADA INC. 

BOEHRINGER INGELHEIM (CANADA) LTD. 
BOEHRINGER INGELHEIM (CANADA) LTD. 

DU PONT PHARMA INC. 

PFIZER CANADA INC. 

AVENTIS PHARMA INC. 

GLAXO WELLCOME INC. 

GENZYME CANADA INC. 

NOVARTIS PHARMA CANADA INC. 

SERVIER CANADA INC. 

SERVIER CANADA INC. 

AMGEN CANADA INC. 

AVENTIS PHARMA INC. 

GENZYME CANADA INC. 

PATHOGENESIS CANADA LIMITED 

NOVARTIS CONSUMER HEALTH CANADA INC. 
NOVARTIS CONSUMER HEALTH CANADA INC. 
NOVARTIS CONSUMER HEALTH CANADA INC. 


MERCK FROSST CANADA & CO. 
NOVARTIS PHARMA CANADA INC. 


New 
Chemical Entity 


NAS/FPG 
NAS/FPG 
NAS/FPG 
NAS/FPG 
NAS/FPG 


NAS 
NAS 
NAS/FPG 
NAS 
NAS 
NAS 
NAS/FPG 
NAS 
NAS 
FPG 


NAS 


Company 

BOEHRINGER INGELHEIM (CANADA) LTD. 
MERIAL CANADA INC. 

PFIZER CANADA INC. ANIMAL HEALTH GROUP 
PFIZER CANADA INC.,ANIMAL HEALTH GROUP 
PFIZER CANADA INC.,ANIMAL HEALTH GROUP 
PFIZER CANADA INC.,ANIMAL HEALTH GROUP 
PFIZER CANADA INC.,ANIMAL HEALTH GROUP 
PFIZER CANADA INC.,ANIMAL HEALTH GROUP 
PFIZER CANADA INC.,ANIMAL HEALTH GROUP 
PFIZER CANADA INC.,ANIMAL HEALTH GROUP 
PFIZER CANADA INC.,ANIMAL HEALTH GROUP 
PFIZER CANADA INC.,ANIMAL HEALTH GROUP 
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New 
Chemical Entity 


NAS/FPG 
NAS/FPG 
NAS 
NAS 
NAS 
NAS 
NAS 
NAS 
NAS 
NAS 
NAS 
NAS 
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Patented Med 


Mission and Values of the PMPRB 


The PMPRB protects consumers and con- In fulfilling the mission we are committed 
tributes to Canadian health care by ensuring to innovative leadership based on the 
that prices charged by manufacturers for following values: 


patented medicines are not excessive. ee 
e effectiveness and efficiency 


The PMPRB achieves this by: : 

e fairness 
¢ promoting voluntary compliance with oan 
Guidelines established by the Board eae 


e reviewing prices and taking remedial action Sanat respect 


when necessary e transparency of process 
¢ analyzing and reporting to Canadians on ® a supportive and challenging work 
price trends of all medicines and on environment. 


research and development conducted 
by patentees 


e consulting with interested parties on 
Guidelines and other matters of policy 


e fostering awareness of the Board's 
mandate, activities and achievements 
_ through communication, dissemination of 
information and public education. 


All PMPRB publications are available in both official languages. 
To obtain our publications, log on to our website: www.pmprb-cepmb.gc.ca 
or call us at our toll-free number: 1 877 861-2350. 


The Patented Medicine Prices Review Board 
Standard Life Centre 

Box L40 

333 Laurier Avenue West 

Suite 1400 

Ottawa, Ontario 

K1P 1C1 


Telephone: (613) 952-7360 
Facsimile: (613) 952-7626 
TTY: (613) 957-4373 
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Better to the 
» Minister 


May 31, 2002 


The Honourable Anne McLellan, P.C., Q.C., M.P. 
Minister of Health 

House of Commons 

Ottawa, Ontario 

K1A 0A6 


Dear Minister: 


| have the honour to present to you, in accordance with the sections 89 and 100 of the 
Patent Act, the Annual Report of the Patented Medicine Prices Review Board for the year ended 
December 31, 2001. 


Yours very truly, 


Robert G. Elgie 
Chairperson 


www.pmprb-cepmb.gc.ca 
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MANUFACTURERS IN CANADA 
© INCREASED 15% IN 2001 To 


$11.5 BILLION. 
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It was a tumultuous period for 
the world following the events 
of September 11. It was a time 
during which citizens and 

__ governments were collectively 
preoccupied with security issues; 
it was also a time when the 
public sector’s response to the 
tragic events demonstrated its 
capacity to address new and 
unexpected challenges. On the 
domestic front, policy issues in 
Canada have continued to be 
dominated by discussions about 
health care. 


There are many reasons for this 
continued focus on health 
issues. Cost pressures are felt in 
many areas. According to the 
Canadian Institute for Health Information 
(CIHI), pharmaceuticals continue to represent 
the fastest-growing component of health care 
costs and accounted for over 15% of total 
health expenditures in 2001. As shown in this 
report, total sales by drug manufacturers in 


Canada increased 15% in 2001 to $11.5 billion. 


At the provincial level, efforts are ongoing to 
restructure health care programs to achieve 
greater efficiency and cost 
savings. Concurrently, a number 
of major studies have been 
released and further reports and 
recommendations are expected 
in the coming months on the 
state of health care in Canada. 


An important dimension of this public focus on 
health care is a growing recognition among 
Canadians and governments alike of the 
interconnectedness of health care issues in 
Canada. The public is looking to governments 
to collaborate in finding solutions that will 
ensure the sustainability and effectiveness of 
our health care system. 


This emphasis on collaboration was reflected in 
initiatives announced by the federal/provincial/ 
territorial ministers of health in September 2001 
on a multi-faceted approach to better pharma- 
ceuticals management. One of these initiatives 
is the National Prescription Drug Utilization 
Information System (NPDUIS), a partnership 
involving CIHI and the PMPRB. In establishing 
the first national database of publicly-funded 
drug plans in Canada, the NPDUIS will call on 
the PMPRB to continue and expand on the 
analyses of price and expenditure trends and 
cost drivers of publicly-funded drug plans 
previously conducted pursuant to a 
Memorandum of Understanding with the 
Minister of Health. 


A significant aspect of the review of health 

care is the growing emphasis on consultations 
with Canadians. As citizens, we are being 
increasingly involved in the health care debate. 
We are becoming more aware of the underlying 
issues and the need to find solutions that 
recognize and balance the interests of all 
stakeholders. 
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PMPRB’S EFFORTS WILL ALSO REMAIN 


FOCUSED ON TRANSPARENCY AND 
CONSULTATIONS. 


In the coming year, the PMPRB‘s efforts will 
also remain focused on transparency and 
consultations. As reflected in our Research 
Agenda, a significant example of consultation 
is the Working Group on Price Review Issues. 
This Group, consisting of representatives of our 
main stakeholders, was established in 1999 
and has advised the Board on a number of 
important issues. In 2001, following a period 
of broader public notice and comment, the 
PMPRB began to implement most of the 
Working Group’s recommendations to increase 
the transparency of the review of the prices 

of new patented medicines. Beginning in 
2002, we will publish summaries of the 
reviews by Board Staff, for purposes of applying 
the Price Guidelines, of new active substances. 
The Working Group is now continuing its 
review of the Guidelines. 


To support our capacity to better understand 
the major current and emerging pharmaceu- 
tical issues, we conducted a survey of 
representatives of major stakeholders as part of 
our annual environmental scan. In carrying 
out this survey, we also sought to evaluate our 
efforts to consult and communicate with our 
various stakeholders. The results of this initia- 
tive were important in a number of ways, 
including assisting us in our annual planning 
process and in the development of our annual 
Research Agenda. 


Looking ahead, we will be marking the 

15th anniversary of the creation of the PMPRB 
in 2002. We will be using this opportunity to 
bring together a wide range of experts and 
stakeholders to discuss current issues in the 
area of pharmaceutical price regulation. 

We are planning a Symposium to be held 

on October 7-8, 2002. This 
event will provide a unique 
forum for promoting greater 
insight and understanding of 
the issues in this important 
aspect of the health care system. 


SYMPOSIUM TO BE HELD ON 


Octoser 7-8, 2002. 


| take this opportunity to thank the many 
people who have contributed to the PMPRB’s 
activities over the past 12 months, and whose 
energies and support will be needed in the 
challenging year ahead. 
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About the Patented Medicine Prices Review Board 


urisdictl 


Mandate 


The PMPRB is an independent quasi-judicial 
body created by Parliament in 1987 under the 
Patent Act. The PMPRB protects consumer 
interests and contributes to Canadian health 
care by ensuring that prices charged by 
manufacturers of patented medicines are not 
excessive. 


The PMPRB reports to Parliament through the 
Minister of Health. The Annual Report, which 
covers each calendar year, includes a review of 
the PMPRB’s major activities, analyses of the 
prices of patented medicines and of the price 
trends of all drugs, and reports on the R&D 
expenditures as reported by patent-holding 
drug manufacturers. 


Jurisdiction 


The PMPRB is responsible for regulating the 
prices that patentees charge for prescription 
and non-prescription patented drugs sold in 
Canada for human and veterinary use to 
ensure that they are not excessive. If, after a 
public hearing, the Board finds that a price is 
excessive it may order the patentee to reduce 
the price and take measures to offset any excess 
revenues it may have received. The PMPRB 
reviews the “factory-gate” price at which the 
manufacturer sells the product to wholesalers, 
hospitals or pharmacies. The PMPRB’s 
jurisdiction includes patented medicines 
marketed or distributed under voluntary 
licences. The PMPRB has no authority to 
regulate the prices of non-patented drugs, 
including generic drugs sold under compulsory 
licences, and does not have jurisdiction over 
prices charged by wholesalers or retailers nor 
over pharmacists’ professional fees. 
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In Canada, Health Canada assesses new 
medicines to ensure that they conform with 
the Food and Drugs Act and Regulations. 
Formal authorization to market or distribute 
a medicine is granted through a Notice of 
Compliance (NOC). A medicine may be 
temporarily distributed with specified 
restrictions before receiving a NOC, as an 
Investigational New Drug or under the 
Special Access Program. 


The PMPRB regulates the price of each patented 
drug product, including each strength of each 
dosage form of a patented medicine. This is 
normally the level at which Health Canada 
assigns a Drug Identification Number (DIN). 


REPORTED TOTAL FACTORY-GATE | 
SALES OF PATENTED DRUGS OF 
$7.5 BILLION ... AN INCREASE OF 


18.9% over SALES IN 2000, 
PATENTED DRUGS NOW ACCOUNT 
FOR 65.0% OF TOTAL SALES, 


Figure 1 


Manufacturers’ 
Sales of Patented 
and Non-Patented 
Drugs, 1990-2001 
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Sales of Drugs in Canada 


Total sales by manufacturers of pharmaceuticals 
for human use in 2001 in Canada are estimated 
at $11.5 billion, an increase of approximately 
| D 15.0% from 2000.1 The total 
sales of drugs in Canada, includ- 
ing the sales of veterinary drugs 
reported by patentees for 
patented and non-patented drugs, 
were slightly higher at $11.8 billion 
for 2001.2 Table 1, on page 11, 
shows manufacturers’ sales of all 
drugs and of patented drugs in 
Canada since 1990. 


In 2001 patentees reported total factory-gate 
sales of patented drugs of $7.5 billion. This 
represents an increase of 18.9% over sales in 2000. 
Patented drugs now account for 65.0% of total 
sales, up from 43.9% in 1995. The rising share 
of patented drugs within total drug sales may 
be attributed in part to the long-term effects of 
increased patent protection resulting from Bills 


Billions 


1990 1991 1992 1993 1994 1995 1996 1997 1998 1999 2000 2001 
Sources: PMPRB and IMS Health 
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C-22 and C-91 in 1987 and 1993. For further 
information on Trends in Quantities of Sales of 
Patented Drug Products, please refer to page 23. 


Figure 1 shows the growth in annual sales of 
patented and non-patented drugs from 1990 
to 2001. Non-patented medicines may include 
products that were previously subject to patent 
protection, those that are not yet or never will 
be patented, and generic copies. Information 
filed by patentees with the PMPRB indicates 
that most of the sales of non-patented drugs 
are not generic drugs, but rather are brand 
name drugs sold by companies that also sell 
patented drugs. 


1 Patentees are required, under the Patented 
Medicines Regulations, to submit to the PMPRB 
information showing their annual total pharma- 
ceutical sales for both patented and non-patented 
drugs in Canada. They reported sales of drugs 
for both human and veterinary use of $9.2 billion 
in 2000 and $10.8 billion in 2001. Their sales 
of drugs for human use only represented 
$10.4 billion in 2001. IMS Health publishes 
estimated sales of pharmaceuticals by individual 
firms. Total sales by manufacturers can thus be 
estimated by adding the total sales reported by 
patentees and IMS Health estimated sales in Canada 
of generic drug companies belonging to the 
Canadian Drug Manufacturers’ Association (CDMA). 


Before 1996, total sales of drugs in Canada were 
estimated using information published by 
Statistics Canada on shipments, imports and 
exports of pharmaceuticals. (See Statistics 
Canada CANSIM No.’s D667757, D401624 and 
D451712.) In 1996, the PMPRB began using its 
current methodology for estimating total sales 
of drugs in Canada, because current information 
from Statistics Canada is not available in time 
for inclusion in the Annual Report. 


2 Beginning with the year 1999, the calculation of 
manufacturers’ sales of all drugs and patented 
drugs includes the sales of drug products for 
human use only. Between 1990 and 1998, sales 
of patented drugs for veterinary use as a 
percentage of total sales of patented drugs 
varied between 2.3% (1998) and 3.6% (1994). 
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Table 1 Manufacturers’ Sales of All Drugs and Patented Drugs for Human and 
Veterinary Use, 1990-1998; and for Human Use, 1999-2001 


Total Patented Patented Drugs as 
Percentage of Total 


Sales Change * Sales Change * 
($ billions) (%) ($ billions) (%) 


2001 Ti 1320 75 it he 
2000 10.0 12.4 623 16,7 
1999 ch 16.8 5.4 27.0 
1998 7.8 11.4 4.3 18.9 
1997 7.0 7.0 Sl 22.6 
1996 6.6 10.0 3.0 12.8 
1995 6.0 174 2.6 10.8 
1994 FY 95 2.4 -2.1 
1993 5.4 12 2.4 9.4 
1992 4.8 A 252 14.0 
1991 4.4 16.9 2.0 131 
1990 Sys - 182 - 


Sources: PMPRB and IMS Health. Prior to 1996, Statistics Canada information was used. 


* Percentage changes reflect exact values of sales and not rounded values of sales. 


** The percentage change from 1998 of 16.8% for total drugs and 27.0% for patented drugs represents 
the change in sales of drugs for human use only. 


From 1990 to 1995, sales of non-patented brand 

name drugs accounted for more than half the Figure 7 Mae 
total drug sales of patentees. That proportion 
has since declined steadily, reaching 27.3% in 
2001. The sales of generic drugs are estimated 
at approximately $1 billion in 2001, an 
increase of 10% over 2000.3 eo 


The Global Context — 


Measured in terms of total sales, Canada 
accounted for about 2% of the world pharma- 
ceutical market in 2001. It has been estimated 
that manufacturers’ sales of drugs worldwide 
for human use increased by 8.3% to 
approximately $607.0 billion in 2001.4 


Growth in Retail es i 
Pharmacy Sales | 15 — 
of Drugs, 2001 


Canada Germany France Italy UK. U.S. 
Source: Scrip Magazine, February 2002 


Figure 2 provides additional detail on increases 
in sales of drugs abroad. It has been estimated 
that the growth in retail pharmacy sales of 


3 Canadian Pharmaceutical Market: Drug Store drugs in each of France, Germany, Italy and 
! ! 


and Hospital Purchases, December 2001, 


IMS Health. Sales of generic manufacturers are the U.K. in 2001 was lower than in Canada, 
estimated by adding the total sales as reported while retail sales growth in the U.S., by far the 
by IMS Health for those manufacturers that . À 

belong to the Canadian Drug Manufacturers largest national market in the world, was 
Association (CDMA). slightly higher. 


4 IMS World Review, 2001. This estimate of 
global sales was originally stated in U.S. dollars. 
The growth rate of 8.3% is based on this U.S. 
dollar estimate. 


Figure SES: 


Year-over-Year i 
Changes in Sales 16 — 
of Drugs by 
Manufacturers, 
1996-2001 


—B— Canada 
—O— World 


1996 1997 1998 1999 2000 2001 
Sources: PMPRB and IMS | 


Figure 3 provides a time-series comparison of 
the annual changes in sales of drugs by 
manufacturers in Canada and the world for the 
period 1996 to 2001. Taking this period as a 
whole, manufacturers’ sales grew at an average 
annual rate of 12.1% in Canada, compared 
with a global growth rate of 7.8%. 
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The PMPRB protects consumer interests in 
Canada by ensuring that pharmaceutical 
patentees do not charge excessive prices during 
the time they enjoy patent protection. The 
patentee is ordinarily the exclusive supplier of a 
patented product, but there may also be other 
suppliers of the same medicine. Although a 
drug no longer protected by a patent may 
become subject to competition, there are also 
instances where the manufacturer of a non- 
patented drug may nevertheless remain the 
sole supplier after patent expiry. 


Under the Patented Medicines Regulations 
(Regulations), patentees are required to report 
information on the introductory prices and 
sales of new patented medicines within 60 days 
of the date of first sale and to continue to file 
detailed information on prices and sales of 
each patented drug for the first and last 
six-month period of each year for as long as 
the drug remains patented. The PMPRB 
reviews the pricing information for all patented 
medicines sold in Canada on an ongoing basis 
to ensure that the prices charged by patentees 
comply with the Guidelines established by the 
Board. They are published in the PMPRB’s 
Compendium of Guidelines, Policies and Procedures 
(Compendium) and are available on the PMPRB 
website at www.pmprb-cepmb.gc.ca 

under Legislation, Regulations, Guidelines or by 
calling our toll-free number: 1 877 861-2350. 


The Guidelines are based on the price determi- 
nation factors in section 85 of the Patent Act 

(Act) and have been developed in consultation 
with stakeholders, including the provincial and 


territorial ministers of health, consumer groups | 


and the pharmaceutical industry. In summary, 
the Guidelines provide that: 


° prices for most new patented drugs are 
limited such that the cost of therapy for the 
new drug does not exceed the highest cost 
of therapy for existing drugs used to treat 
the same disease in Canada; 


¢ prices of breakthrough patented drugs and 
those which bring a substantial improve- 
ment are limited to the median of the 
prices charged for the same drug in other 
industrialized countries listed in the 
Regulations (France, Germany, Italy, 
Sweden, Switzerland, U.K. and U.S.); 


° price increases for existing patented 
medicines are limited to changes in the 
Consumer Price Index (CPI); and 


e the price of a patented drug in Canada 
may, at no time, exceed the highest price 
for the same drug in the foreign countries 
listed in the Regulations. 


Board Staff reviews the prices of all patented 
medicines sold in Canada. When it finds that 
the price of a patented drug product appears 
to exceed the Guidelines, and the circum- 
stances meet the criteria for commencing an 
investigation, Board Staff will conduct an inves- 
tigation to determine the facts. Additional 
information on the criteria for commencing 

an investigation is available in Annex 1 

on page 43. An investigation could result in: 


e its closure where it is concluded that the 
price was not outside the Guidelines; 


e a Voluntary Compliance Undertaking 
(VCU); or 


e a public hearing. 


As part of the transparency initiative, begin- 
ning in 2001, the list of New Patented 
Medicines Reported to the PMPRB is posted on 
the PMPRB website every month. This list 
includes information on the status of the 
review (i.e., under review, within Guidelines, 
VCU, notice of hearing). Drug products 
“under review” also include drugs which are 
subject to an investigation. 


New Active Substances year may differ from the list of NASs approved 
by Health Canada’s Therapeutic Products 


in 2001 Directorate (TPD) for the following reasons: 


Health Canada reported 27 NASs in 2001 but ° the NAS is not subject to the PMPRB’s 

not all were introduced to the market in that jurisdiction; 

year. The PMPRB‘s list of patented NASs in any 

e the NAS may not be on the TPD list 
because it is being sold under the Special 
Access Program (SAP) before it receives a 


Notice of Compliance (NOC); or 


Figure | un 
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e the NAS may be approved but has not 
been sold. 


Not Categorized as of 


March 31, 2002 BEN 


Category 3 


Category 2 es 


Table 7 | New Patented Medicines in 2001 (Human) — New Active Substances 


Brand Name 
Comtan 
Definity 
Kaletra 
Melacine 
Meridia 
Nexium 
Peg-Intron 
Prevnar 


Rapamune 
Remicade 
Reminyl 
Tequin 
Teveten 
Zyvoxam 


LS 
Se 
ie 
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6 — 
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1998 1999 
Source: PMPRB 


In 1999, there were two medicines classified as category 2. One was the medicine Rebetron, 
which was not a new active substance as it is a combination of two existing medicines 


2001 


As shown in Table 2, four of the 18 patented 
NASs that come under the PMPRB’s jurisdiction 
were sold prior to 2001. 


A new active substance may represent more 
than one DIN if it is sold in more than one 

strength or dosage form. The 18 NASs listed 
for 2001 were marketed as 34 presentations 


(DINs). Figure 4 provides a breakdown of the 


(interferon + ribavirin). The second category 2 medicine was Herceptin, a NAS, as reported 


in our 2000 Annual Report. 


Chemical Name 
entacapone 

perflutren 
lopinavir/ritonavir 
melanoma theraccine 
sibutramine hydrochloride 
esomeprazole magnesium 
peginterferon alfa-2b 


pneumococcal 7-valent 
conjugate vaccine 


sirolimus 

infliximab 

galantamine hydrobromide 
gatifloxacin 

eprosartan 

linezolid 


New Active Substances Introduced prior to 20016 


Cerezyme 
Coversyl 
Rescriptor 
Sustiva 


imiglucerase 
perindopril erbumine 
delavirdine mesylate 
efavirenz 


5 Annual Drug Submission Performance Report, 
January-December 2001, Therapeutic Products 
Directorate, Health Canada. 


Company 

Novartis Pharma Canada 
Bristol-Myers Squibb 
Abbott Laboratories 
Schering Canada Inc. 
Knoll Pharma Inc. 
AstraZeneca Canada Inc. 
Schering Canada Inc. 


Wyeth-Ayerst Canada Inc. 


Wyeth-Ayerst Canada Inc. 


Schering Canada Inc. 
Janssen-Ortho Inc. 
Bristol-Myers Squibb 
Solvay Pharma Inc. 
Pharmacia Canada Inc. 


Genzyme Canada Inc. 
Servier Canada Inc. 
Agouron Pharmaceuticals 
Bristol-Myers Squibb 


patented new active substances for human use, 


ATC Class 
NO4BX 
VO8DA 
JOSAE 
LO3AX 
AO8AA 
AO2BC 
LO3AB 
JO7AL 


LO4AA 
LO4AA 
NO6DA 
JO1MA 
CO9CA 
JO1XX 


A16AB 
CO9AA 
JOSAG 
JOSAG 


6 These drugs, which were on the market before 
2001, came under the PMPRB’s jurisdiction in 


2001 with the issuance of a patent. 
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by category assigned for price review purposes, 
over the four-year period 1998 through 2001 
inclusive. 


New Patented Drug 
Products in 2001 


There were 82 new patented drug products 
(DINs) for human use, representing 53 medicines, 
in 2001. For purposes of our price review, any 
patented drug product introduced on the 
market in Canada, or previously marketed but 
first patented between December 1, 2000 and 
November 30, 2001, is considered a new 
patented drug product in 2001.7 There were 
no new patented drug products for veterinary 
use reported to the PMPRB in 2001. 


Eleven (13.4%) of the 82 new patented DINs 
were being sold in Canada prior to the issuance 
of the Canadian patent which brought them 
under the PMPRB’s jurisdiction. These DINs are 
denoted by a “FPG” (first patent granted) in 
Annex 2 on page 44. Table 3 identifies the 
number of patented drug products by the year 
in which they were first sold. The time delay 
between date of first sale and date of patent 
grant for these products ranged from several 
months to seven years. 


Table 5 | New Patented Drug Products 
in 2001 by Year First Sold 


Human 
Year First Sold 
Total 
2001 
2000 
1999 
1998 
1997 
1996 
1995 
1994 


7 Because of the timing of the filing requirements 
under the Regulations and the manner of 
calculating benchmark prices, drug products 
introduced or patented in December are 
considered to be new patented products in 
the following year. 


Price Review of New Patented 
Drugs for Human Use 


A list of the 82 new patented drug products and 
their price review status as of March 31, 2002 
appears in Annex 2 on page 44. Of the 82 new 
patented DINs, the prices of 63 had been 
reviewed. Of those, 47 were considered to be 
within the Guidelines and 16 were priced at 
levels which appeared to be outside the 
Guidelines and investigations were com- 
menced. For a more detailed explanation of 
the criteria for commencing an investigation, 
please refer to Annex 1 on page 43. 


The Human Drug Advisory Panel’ recommended 
that two new patented medicines (three DINs) 
should be classified as category 2 new 
medicines in 2001: Cerezyme (imiglucerase, 
Genzyme Canada Inc.), an enzyme replacement 
therapy for the treatment of Type | Gaucher 
disease; and Prevnar (pneumococcal 7-valent 
conjugate vaccine, Wyeth-Ayerst Canada Inc.), 
an active immunizing agent for the treatment 
of invasive pneumococcal diseases. Summary 
reports on Board Staff's reviews of these two 
medicines were published in the January and 
April 2002 editions of the NEWSletter and are 
available on the PMPRB’s website under 
Publications; Patented Medicines. 


Price Review of Existing Patented 
Drug Products for Human Use 


For the purpose of this report, existing 
medicines include all patented drug products 
that were introduced prior to December 1, 2000. 
The PMPRB’s Guidelines limit the price changes 
for existing patented drugs to changes in the 
Consumer Price Index (CPI). In addition, the 
price of a patented drug cannot exceed the 
highest price of the same drug product in the 
countries listed in the Regulations (France, 
Germany, Italy, Sweden, Switzerland, U.K. 

and U.S.) 


8 The Human Drug Advisory Panel is comprised 
of three outside scientific experts and provides 
recommendations for the categorization of new 
drug products and the selection of comparable 
drug products. 


A total of 903 existing patented drug products 
(DINs) for human use were sold during 2001. 
At the time of this report: 


e the prices of 826 DINs (91.5%) were 
reviewed and found to be within the 
Guidelines; 


e 41 DINs were the subject of investigations 
commenced as a result of pricing in earlier 
periods; 


e 3 DINs, all pertaining to Nicoderm, were the 


subject of a hearing under section 83 (see 
Quasi-Judicial Activities on page 18); and 


e 33 DINs were still under review. 


A summary of the review, compliance and 

investigation status, as of March 31, 2002, of 
the new and existing patented drug products 
for human use in 2001 is provided in Table 4. 


Table. + 


Patented Drug Products for Human Use Sold in 2001 
Status as of March 31, 2002 


New Drugs Existing 
Introduced in 2001 Drugs Total 


Total 82 903 985 
Within Guidelines 47 

Under Review 19 

Subject of Investigation 

Notice of Hearing 


Patented Medicine Prices 
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Update of the 2000 
Annual Report 


In last year’s Annual Report, it was reported 
that of the 940 patented drug products for 
human use sold in 2000, the prices of 32 were 
still under review. The results of those reviews 
concluded that 13 had been within the 
Guidelines, but four DINs were priced at levels 
that appeared to exceed the Guidelines and 
therefore investigations were opened. At the 
time of this report, 15 are still under review 
and are included in Table 4. 


The Board had also reported that 51 DINs 
(including three DINs of Nicoderm, which are 
still the subject of a hearing) were under 
investigation. Of the ST investigations ongoing 
at the time of last year’s report, Board Staff 
have concluded 12 of those investigations; in 
11 cases, the prices were ultimately found to 
be within the Guidelines. One case, Zanaflex, 
was concluded as a result of a Voluntary 
Compliance Undertaking (see Voluntary 
Compliance Undertaking on page 17). 


Patented Drugs for Veterinary Use 


In March 1999, the PMPRB implemented, on 
a three-year trial basis, a complaints-driven 

process as an alternative means of reviewing 
the prices of patented veterinary medicines.? 


There were a total of 107 existing patented 
drug products for veterinary use in 2001. 
Of the 18 reported as under review in 2000, 
five have been found to be within the 
Guidelines and 13 are still under review. 


The Board did not receive any complaints with 
respect to the prices of any patented veterinary 
drug products in 2001. 


The PMPRB's Research Agenda projects an 
evaluation of the complaints-driven process for 
patented veterinary medicines in 2002-2003. 


9 Refer to Excessive Price Guidelines Special Provisions 
for Veterinary Patentees in the Compendium of 
Guidelines, Policies and Procedures. 
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Under the Compliance and Enforcement Policy, 
patentees are given an opportunity to make a 
Voluntary Compliance Undertaking (VCU) 
when Board Staff conclude, following an inves- 
tigation, that a price appears to have exceeded 
the Board’s Excessive Price Guidelines. 
Approval of a VCU by the Chairperson or the 
Board is an alternative to the commencement 
of formal proceedings through the issuance of 
a Notice of Hearing. 


In 2001, the Chairperson approved one VCU 
from Draxis Health Inc. for the patented 
medicine Zanaflex (tizanadine). 


Draxis Health Inc. — 
Zanaflex 


Zanaflex 4 mg/tablet is a patented medicine 
sold in Canada by Draxis Health and is 
approved for the management of spasticity. 
Health Canada issued a Notice of Compliance 
for Zanaflex on June 29, 1999. Draxis Health 
began selling Zanaflex on October 28, 1999 
at approximately $0.6808 per tablet. 


Zanaflex was classified as a category 3 new 
medicine for purposes of the Board’s 
Guidelines. A Therapeutic Class Comparison 
test was conducted by Board Staff using 
Lioresal (baclofen) and Valium (diazepam) as 
comparators. For purposes of the Guidelines, 
24 mg per day of Zanaflex was compared to 
80 mg of Lioresal and 40 mg per day of 
Valium. 


The Board’s Guidelines provide that the intro- 
ductory price of a category 3 new medicine 
is presumed to be excessive if it exceeds the 
prices of all comparable drug products in the 
same therapeutic class. 


Board Staff concluded that the price of 
Zanaflex of $0.6808 per tablet exceeded the 
1999 maximum non-excessive (MNE) price of 
$0.6161 per tablet. In 2000, the price of 
Zanaflex continued to exceed the CPl-adjusted 
MNE price of $0.6327 per tablet. 


The terms and conditions of the VCU were 
agreed to between Board Staff and the patentee. 
Having considered the evidence before it, the 
Chairperson approved the VCU submitted by 
Draxis Health. Under the terms of the VCU, 
Draxis Health has undertaken to: 


e Reduce the average selling price of 
Zanaflex on or before November 19, 2001 
so that the average price for 2001 does not 
exceed the 2001 MNE price. 


¢ Offset excess revenues received by Draxis 
Health during the period October 28, 1999 
to December 31, 2000 by making a payment 
to the Government of Canada, on or 
before November 19, 2001, in the amount 
of $62,599. 


e To ensure that the price of Zanaflex 
remains within the Guidelines in all future 
periods in which it remains under the 
Board’s jurisdiction. 


Pursuant to section 103 of the Patent Act, the 
Minister of Health may enter into agreements 
with any province respecting the distribution 
of amounts collected as a result of orders made 
under the Act and VCUs. 


The Zanaflex VCU is available on the PMPRB 
website under Publications; VCUs. 
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Nicoderm, Hoechst Marion 
Roussel Canada Inc. 


On April 20, 1999, the Chairperson of the 
Board issued a Notice of Hearing to consider 
whether, under sections 83 and 85 of the 
Patent Act, the patented medicine Nicoderm is 
being, or has been, sold by Hoechst Marion 
Roussel Canada Inc. (HMRC) in Canada at a 
price that, in the opinion of the Board, is 
excessive and if so, what order, if any, should 
be made. This matter was reported on page 
32 of last year’s Annual Report. 


Following the issuance of the Board’s decisions, 
in 1999 and 2000, affirming its jurisdiction to 
conduct a hearing into the price of Nicoderm, 
HMRC commenced two judicial review 
applications in the Federal Court of Canada 
seeking to set aside the Board’s decisions. 

As HMRC only named the Attorney-General 

of Canada as Respondent in its judicial review 
applications, Board Staff and the Board Hearing 
Panel applied to the Federal Court to partici- 
pate in the proceedings. Submissions were 
made by the parties before a Prothonotary of 
the Federal Court on March 13, 2001. 
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On July 13, the Prothonotary issued a decision 
denying Board Staff the right to participate as 
either a respondent or intervener while 
allowing the Board Hearing Panel to intervene 
on a limited basis. Both the Board Hearing 
Panel and Board Staff appealed the said decision. 
In a decision dated February 11, 2002, the 
Federal Court dismissed both appeals. 

The decision is presently being appealed before 


~ the Federal Court of Appeal. 


Nicoderm is a transdermal nicotine patch. 
It is indicated as an aid for smoking cessation 
for the partial relief of nicotine withdrawal 


- symptoms. 


The Hearing Panel’s decisions in this case 
are available on the PMPRB website: 
www.pmprb-cepmb.gc.ca, under 
Publications; Hearings & Decisions of 
the Board. 
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Prices of Patented Drugs 
in 2001 


The PMPRB maintains the Patented Medicine 
Price Index (PMPI), an index of manufacturers’ 
prices for patented drugs reported annually to 
the PMPRB. The PMPI measures the average 
year-over-year change in the ex-factory prices 
of patented drug products sold in Canada. It 
is calculated from the net prices reported by 
patentees, and thus encompasses all patented 
drugs reported to the PMPRB.1° 


As measured by the PMPI (Figure 5), manufac- 
turers’ prices of patented drugs rose by only 
0.1% between 2000 and 2001. This result 
extends the pattern of declines and near- 
negligible increases in the PMPI that began 

in 1993. The price stability implied by recent 
PMPI values is broadly based: price increases 
of less than 1% were recorded for the majority 
of drugs in 2001. 


Price Trends of 
All Drugs — Patented 
and Non-Patented 


The Patent Act provides that the PMPRB shall 
consider changes in the Consumer Price Index 
(CPI) in determining whether the price of a 
patented medicine is excessive. Figure 6 shows 


10 See the PMPRB’s A description of the Laspeyres 
methodology used to construct the Patented Medicine 
Price Index (PMPI), March 1997, revised June 2000 
(S-9710). Also see A Description of the Major Price 
Indexes for Pharmaceuticals, produced by Statistics 
Canada and the PMPRB, January 2001, for an 
explanation of the PMPI. As of the 1999 Annual 
Report, the PMPI includes only the changes in the 
prices of patented drug products for human use. 
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PATENTED DRUCS ROSE BY 0, 1% BETWEEN. 
2000 AND 2001. . 
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Figure 6 
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that prices of patented drugs, as measured by 
the PMPI, have risen by less than the CPI in 
almost every year since 1988, the sole exception 
being 1992.11 This pattern continued in 2001, 
with consumer prices increasing by 2.6% (com- 
pared with the 0.1% increase in the PMPI).12 


That increases in the PMPI have been less than 
CPI inflation comes as no surprise. This in fact 
reflects a structural feature of the PMPRB’s 
Guidelines, which are applied to patented 
drugs on a product-by-product basis. Among 


other things, the Guidelines limit price increases . 


to the expected increase in the CPI over a 
three-year period. Naturally, in any such period, 
prices of some drug products will increase by 
less than the CPI or even decrease. To the 
extent this occurs, growth in the PMPI will 
tend to be less than CPI inflation. 


Industrial Product Price 
Index (IPPI) 


The pharmaceutical component of Statistics 
Canada’s Industrial Product Price Index [IPPI 
(pharma)] provides an index of manufacturers’ 
prices for all pharmaceuticals produced in 
Canada for domestic consumption and export. 


This includes both patented and non-patented 
drugs. In 2001, the IPPI (pharma) rose by 
0.6%.13 Figure 6 shows the IPPI (pharma) has 
remained virtually unchanged since 1993. 


As illustrated by Figure 7, a distinct break in 
pharmaceutical price trends seems to have 
occurred in 1987. From 1988 to 2001, the IPPI 
(pharma) increased at an annual average rate 
of 2.0%, exceeding the corresponding average 
PMPI increase of 0.8% but falling below the 
average CPI inflation rate of 2.6%. A much 
different situation prevailed between 1982 and 
1987: during this period, prices of all drugs, as 
measured by the IPPI (pharma), rose at an 
annual average rate of 9.0%, exceeding the 
CPI inflation rate of 5.6%. 


Price Trends in Canada 
and the United States 


Figure 8 compares annual changes in the 
pharmaceutical component of the U.S. Product 
Price Index [PPI (pharma)] to annual changes 
in the IPPI (pharma) before and after 1987. 
The U.S. PPI (pharma) measures price increases 
of all pharmaceuticals at the factory gate. It is 
similar in construction to the Statistics Canada 
IPPI (pharma). Here again, a marked change 
in growth patterns occured at 1987. Increases 
observed in the Canadian IPPI (pharma) 


Percentage 


Figure i 


Summary of Price 
Trends, Average 
Annual Percentage 
Changes 1982-1987, 


outpaced the U.S. PPI (pharma) in all years up 
to 1987. The opposite has occurred in all 
subsequent years: the average annual increase 
in the IPPI (pharma) declined to 1.7% between 
1988 and 2001, a value well below the 


1988-2001 U.S. PPI (pharma) growth rate of 4.7%.14 
Relationship of Canadian 
Eee Prices to Foreign Prices: 


Past and Present 


The above results demonstrate how prices of 
drugs in Canada have changed over time. 
Another way of examining drug price trends is 
to examine trends in Canadian prices relative 
to those in other countries. 


QUE | 


1982-1987 


1988-2001 


Sources: PMPRB and Statistics Canada 


11 To facilitate and encourage compliance by pat- 
entees, the PMPRB’s CPl-adjusted methodology 
uses the forecast rate of CPI inflation published 
by the Department of Finance. The forecast CPI 
inflation rate for 1992 had been 3.2%, but the 
actual rate was 1.5%. For a full explanation of 
the CPl-adjusted methodology please refer to 
Schedule 4 of the PMPRB’s Compendium of 
Guidelines, Policies and Procedures. 


12 Statistics Canada, CANSIM, Series P100000. 


13 Statistics Canada, CANSIM, Series P3515. 
The last six months of data are subject to 
revision by Statistics Canada. 


14 U.S. Bureau of Labor Statistics, Producer Price 
Index-Commodities, Series ID: wpu063. 
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In accordance with the Patent Act and the 
Patented Medicines Regulations (Regulations), 
patentees are required to report.all publicly 
available ex-factory prices for patented drugs 
in seven foreign countries listed in the 
Regulations.!5 This foreign price information 
is used for two purposes: (1) to conduct the 
International Price Comparison (IPC) tests 
specified in the Guidelines, and (2) to compare 
price levels in Canada with prices elsewhere. 


Figure 9 shows the relationship between 
Canadian prices and the corresponding median 
price among the seven comparator countries 
over the period 1987 to 2001.16 Canadian 
prices were on average 23% higher than the 
median international price in 1987. Since 
then, this ratio declined and has remained 
relatively stable at levels 5% to 12% below the 
median price since 1994. In 2001, prices in the 
Canadian market were about 95% of median 
foreign prices, up slightly from the value of 
92% recorded in 2000. 


15 France, Germany, Italy, Sweden, Switzerland, the 
U.K. and the U.S. The PMPRB seeks to verify the 
foreign price information reported by patentees 
in several ways. For example, it is possible to 
derive a manufacturer’s ex-factory price from the 
prices listed in foreign formularies in six of the 
seven countries used for price comparisons. 

This method is described further in the PMPRB’s 
study, Verification of Foreign Patented Drug Prices, 
January 2002, (S-0215). 


Ex-factory prices in the U.S. cannot be derived 
using the same methodology, as there are no 
regulated mark-ups in the U.S. and many 
customers are able to negotiate confidential 
discounts from published prices. As of 2000, the 
PMPRB includes prices available to U.S. federal 
departments and agencies on the Federal Supply 
Schedule (FSS) in calculating U.S. prices. 


The FSS for pharmaceuticals is a price catalogue 
containing almost 23,000 pharmaceutical 
products. The prices the Department of Veteran 
Affairs (DVA) negotiates for drug products with 
manufacturers must represent the same, or a 
greater, discount off a drug’s list price that the 
manufacturer offers its most-favoured non- 
federal customer under comparable terms and 
conditions. The FSS is available publicly on 

the internet. 


16 This calculation is based on a revenue-weighted 
average of the ratio of the Canadian price to the 
median international price for each patented drug 
product sold in that year. The methodology 
used by the PMPRB in conducting foreign price 
comparisons can be found in the Compendium of 
Guidelines, Policies and Procedures and in two 
papers published with the PMPRB’s Road Map for 
the Next Decade in 1998 entitled Trends in 
Patented Drug Prices and Verification of Foreign 
Patented Drug Prices. 
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Figure 10 


Average Foreign 
to Canadian Price 
Ratios, Patented 
Drug Products 
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Figure 11 


Year-over-Year 
Changes in the CPI(Rx) 
Index, 1988-2001 


Figure 10 shows the relationship between 
Canadian prices for patented drug products 
and prices in each of the seven comparator 
countries. In 1987, Canadian prices were on 
average below those in the U.S., but above 
prices in all other countries. By the mid-1990s, 
the situation had changed dramatically, with 
Canadian prices now in the mid-range of the 
six European countries. This situation still 
existed in 2001: prices of patented drugs in 
Canada were slightly lower than prices in 
Germany, the U.K. and Switzerland, but higher 
than those observed in France, Sweden and 
Italy. As in previous years, U.S. prices appear 
to be substantially higher than prices in both 
Europe and Canada.!7 


Increased Expenditures on 
Drugs at the Retail Level 


Despite the moderating price growth described 
above, growth in the total drug expenditures 
of Canadian consumers has remained high in 
recent years. According to the latest figures 
published by the Canadian Institute for Health 
Information (CIHI), total spending on drugs at 
the retail level are the fastest growing compo- 
nent of health care costs, reaching 15.2% of 


Percentage 


-0.9 
1988 1990 1992 1994 1996 1998 


2000 2001 


Source: Statistics Canada 


17 The pharmaceutical industry in the U.S. has 
argued that the publicly available prices in that 
country do not reflect actual prices because of 
confidential discounts and rebates. In January 
2000 the policy to include the prices listed in the 
U.S. Federal Supply Schedule (FSS) in calculating 
the average U.S. price of patented drugs came 
into effect. Figures 9 and 10 reflect the inclusion 
of the U.S. FSS prices in 2000 and 2001. 
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total costs in 2001, up from 14.9% in 2000.18 
CIHI forecasts overall drug expenditure to 
increase by 8.6% between 2000 and 2001.19 


Consumers often ask why changes in total drug 
expenditures usually exceed corresponding 
changes in drug prices.2 One factor is differences 
in relevant price concepts. While the PMPRB 
reports average changes in prices at the manu- 
facturers’ level, total drug expenditures reflect 
changes in the quantity of drugs purchased and 
prices at the retail level. These prices include 
wholesale and retail mark-ups, as well as 
pharmacists’ professional fees. Statistics Canada 
measures changes in retail prices of prescription 
drugs with the Consumer Price Index for 
prescribed medicines, CPI (Rx). Figure 11 shows 
prices of prescription medicines at the retail level 
have risen in every year since 1997, registering 
year-over-year growth of 2.9% in 2001.2! 


18 See the National Expenditure Trends, 1975-2001, 
published by the Canadian Institute for Health 
Information (CIHI) in 2001. Note that the figure 
cited for 2000 is a revision of CIHI’s estimate of 
15.5% published in last year’s Annual Report. 


19 The CIHI forecasts growth of 8.6% in total drug 
expenditure between 2000 and 2001. This value 
is based on estimates of drug expenditure at the 
retail level in earlier years. These estimates have 
been assembled from several data sources: 
Statistics Canada’s annual Survey of Household 
Spending (for private out-of-pocket expenditure 
on prescribed drugs), provincial and federal 
public accounts (for public drug expenditure), 
data provided by the Canadian Life and Health 
Insurance Association (for drug benefits paid by 
private insurers) and information provided by the 
market research firm A.C.Nielson (Canada) (for. 
expenditure on over-the-counter drugs). See Drug 
Expenditure in Canada, 1985-2001, April 2002, 
Canadian Institute for Health Information. 


As cited in Figure 2 on page 11, Scrip Magazine 
has reported IMS Health’s estimated 16% annual 
growth in retail pharmacy sales of drugs in 2001, 
close to the figure of 15% reported in Table 1 
on page 11, for growth in total manufacturers’ 
sales. IMS Health conducts periodic surveys of 
sales in a sample of pharmacies across Canada. 
The PMPRB is currently investigating the reasons 
for the discrepancy between CIHI’s estimate of 
2001 sales growth, on one hand, and those 
implied by IMS Health’s pharmacy survey data 
and data reported by patentees to the PMPRB, 
on the other. 


20 In its study, Analysis of Drug Claim Costs 
1997-2001, Green Shield Canada found that while 
drug costs for the average claim rose at an average 
annual compound rate of 7.4%, drug prices 
decreased on average by 0.2% annually over the 
same period. These costs encompass patented, 
non-patented brand name and generic drugs 
included in the various private plans Green 
Shield administers. 


21 Statistics Canada, CANSIM, Series P200202. 
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Even after accounting for growth in retail prices, 
most of the increase in spending on drugs is 
left to be explained. There are several other 
factors, mostly related to changes in the volume 
and composition of drug utilization that may 
have caused expenditure to rise beyond the 
moderate changes in drug prices described 
above. These are outlined in Figure 12.22 The 
control of one factor (e.g., drug prices at the 
factory or retail level) does not necessarily mean 
control of total expenditure. Even if drug 
prices were constant, changes in other factors 
(e.g., volumes of drug products consumed) 
could easily produce large increases in total 
drug expenditure. Studies conducted by the 
PMPRB of provincial drug plans have suggested 
that increased utilization of existing and new 
drugs accounts for most of the recent growth 
in expenditures.23 (See Reports on Cost Drivers 
on page 25.) 


Trends in Quantities of 
Sales of Patented Drug 
Products 


Data available to the PMPRB allow it to measure 
changes in the quantities of patented drugs 
sold from year to year. To this end, the PMPRB 
maintains the Patented Medicine Quantity Index 
(PMQI), a counterpart to the PMPI designed to 
indicate overall trends in the utilization of- 
patented drugs. Figure 13 displays annual 
average rates of utilization growth according to 
the PMQI. This analysis reveals that volumes of 
patented drugs sold have consistently risen much 
more quickly than prices. From 1988 to 2001, 
the average annual increase in quantities of 
patented drugs sold was approximately 12.4%, 
compared with an average annual increase of 
0.8% in prices. This trend extends through 2001: 
although prices for patented medicines rose by 
only 0.1%, the average increase in quantities 
sold amounted to 17.8% of the previous 

year’s volumes. 


It should be noted that the PMQI may not be 
representative of tendencies in the overall 
pharmaceutical market, since patented drugs 


22 This figure is reproduced from the PMPRB’s 
Discussion Paper, Examining the Role, Function 
and Methods of the Patented Medicine Prices 
Review Board, November 1997. 


23 Pharmaceutical Trends, 1995-96 to 1999-00, 
September 2001. 


Figure 1 2 e changes in the total population 
e changes in the demographics and health status 
Factors Affecting of the population (i.e., towards those with 
Total Drug increased medication needs) 
Expenditures ¢ changes in the unit prices of drugs (both patented 

and non-patented) 

¢ changes in retail and wholesale mark-ups and 
professional fees 

+ changes in the prescribing habits of physicians 
(i.e., from older, less expensive medications to 
newer, relatively more expensive medications 
[+ improved therapeutic effect] to treat the 
same underlying diagnosis) 

e changes in utilization of drugs on a per patient 
basis (i.e., more medications per patient per year) 

+ trends towards using drug therapy instead of 
other treatments (e.g., as alternatives to surgery 
in some cases) 

e new diseases to be treated 

© old diseases to be treated, where there existed 
no treatment before; old diseases better treated 
with new drugs 
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count for about two thirds of total drug 
expenditures. By construction, the PMQI treats 
shifts in utilization between patented drugs 


_ and non-patented drugs and changes in patent 


status as volume changes, whereas a broader 
index would treat these as changes in the 
composition rather than volume of utilization. 


Sales by Major Therapeutic 
Group (ATC class) 


For purposes of price review, the PMPRB 
classifies all drugs sold in Canada according to 
the current World Health Organization’s 
(WHO) Anatomical Therapeutic Chemical 
(ATC) classification system. 


Table 5 | Manufacturers’ Sales of Patented Drugs for Human Use by Major Therapeutic Group, 2001 


ATC Main Group Manufacturers’ Proportion of Growth in Contribution to 
Patented Sales Manufacturers’ Manufacturers’ Total Expenditure 
in 2001 Patented Sales Patented Sales Growth 
in 2001 from 2000 


($ millions) (%) ($ millions) (%) (%) 


A: Alimentary tract 1,010.1 1325 2552 30.0 19.8 
and metabolism 


B: Blood and blood By Paes 5.0 87.5 : 7.4 
forming Organs 


C: Cardiovascular system 1,957.4 
D: Dermatologicals 70.7 


G: Genito-urinary system 2299 
and sex hormones 


H: Systemic hormonal 58.6 
preparations, excluding 
sex hormones 


General antiinfectives 903.9 
for systemic use; and 
: Antiparasitic products24 


: Antineoplastics and 5991 
immunomodulating 
agents 


: Musculo-skeletal system 608.6 8.1 
: Nervous system 1,100.0 14.9 
: Respiratory system 508.2 6.8 : 
: Sensory organs 80.1 ied 
: Various 30.1 0.4 
Totals 7,492.8 100.0* 
Source: PMPRB 
* The percentage may not equal 100 due to rounding. 


Table 5 breaks out Canadian expenditures on e ATC Group A, drug products acting on the 


patented drugs in 2001 according to major Alimentary Tract and Metabolism, such as 
therapeutic groups, showing total manufac- anti-ulcerants, treatments for diabetes and 
turers’ sales, proportion of total manufacturers’ anti-obesity preparations; and 


sales and growth in manufacturers’ sales by 
group. (Note that proportions of sales for 
patented medicines may differ from proportions 
calculated for all drugs.) 


e ATC Group L, drug products which are used 
in cancer chemotherapy, immuno-suppressive 
agents and immunostimulants. 


The largest contributions to growth in total 

patented sales were made by drugs in ATC 

Group C (such as lipid-reducing agents and 

drugs treating hypertension), ATC Group A and 

ATC Group N (such as drugs treating depression). 

e ATC Group B, drug products acting on the These three classes alone accounted for more 
Blood and Blood-Forming Organs, such as than half the increase in manufacturers’ 
anti-thrombotic agents and anti-anemic patented sales observed between 2001 and 
preparations; the preceding year. 


As shown in Table 5, the highest rates of 
growth in manufacturers’ sales of patented 
drugs occurred in the following three ATC 
System Main Groups: 


24 For 2000 and 2001, these groups have been 
combined for reasons of confidentiality. 
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In September 2001, the federal/provincial/ 
territorial (F/P/T) ministers of health released 

a series of reports on the drug price and 
expenditure trends, price levels and cost drivers 
facing the six participating provincial drug 
plans. These studies were conducted by the 
PMPRB pursuant to a Memorandum of 
Understanding with the Minister of Health. 


Here are the principal findings: 


Total drug expenditures grew, on average, 
by 11% per year over the three-year period 
from 1995-96 to 1998-99. The total increase 
in drug expenditures over the three-year 
period ranged from 24% in British Columbia 
to 41% in Alberta. Table 6 shows the 
changes for each of the six provinces in 
the study. 


These studies sought to identify the 
contribution of the following factors to 
the changes in total expenditures: price 
changes; changes in volume or quantity of 
drugs; the introduction of new drugs; the 
“exit,” or removal of drugs from coverage; 
changes in the patient population covered 
by the drug plans; and other factors. The 
studies showed that increased utilization of 
drugs and the impact of new drugs were 
the major cost drivers behind total drug 
cost expenditures. Changes in the prices 
of existing drugs did not contribute to 
increased expenditures. 


° The introduction and listing of new drugs is 
a significant cost driver for drug plans. 
Expenditures on new drugs grew quickly in 
most provinces with the result that newer 
drugs accounted for a major portion of 
total spending. For example, in Ontario, 
drugs introduced after 1992-93 represented 
53% of total drug expenditures in 1998-99. 


e Pharmaceutical expenditures were also 
broken down by the patent status of drugs. 
Non-patented drugs, which include generic 
drugs and non-patented brand name 
drugs, accounted for a different proportion 
of total expenditures in the different 
jurisdictions, ranging from 41% in Ontario to 
50% in Nova Scotia in 1998-99. In 1998, 
the PMPRB estimated that non-patented 
drugs accounted for 45% of total drug 
sales in Canada. 


The reports are available on the PMPRB 
website under Publications; Study Series; 
F/P/T studies. 


Table 6 | Total Drug Cost Expenditures by Province, 1995-96 to 1998-99 


Provinces Drug Cost 1995-96 


($ millions) 
$256.0 
$148.0 
$104.2 
$122.8 
$944.8 

$56.0 


British Columbia 
Alberta 
Saskatchewan 
Manitoba 
Ontario 

Nova Scotia 


Drug Cost 1998-99 Total Percent 
($ millions) Change 


$318.6 24 
$208.3 4] 
$1:27.2 22 
$167.1 36 
SI 3h1-3 39 
$71.4 28 


Average Annual 
Percent Change 


8 
12 
7 
11 
12 
8 


With the adoption of the 1987 amendments to 
the Patent Act (Act), Canada’s Research Based 
Pharmaceutical Companies (Rx&D) made a 
public commitment that the brand name phar- 
maceutical industry would increase its annual 
research-and-development (R&D) expenditures 
as a percentage of sales to 10% by 1996. 


Under the Act, the PMPRB monitors and 
reports the R&D spending as reported to the 
Board by patentees, but it has no regulatory 
authority to influence the type of research or 
amount of R&D spending by patentees. 

The Act requires each patentee to report its 
revenues from the sales of drugs and the 
expenditures made by the patentee in Canada 
on R&D relating to medicine. For individual 
patentees, this calculation includes all revenues 
from Canadian sales of medicines, including 
revenues from licensing agreements. 


Data Sources 


Companies that reported sales of patented 
medicines in 2001 were also required to file 
R&D data for that calendar year as per the 
Patented Medicines Regulations (Regulations). 
Consequently, companies that had no sales of 
patented medicines in 2001 were not required 
by the Act to report on R&D expenditures. 

As new patents are granted and others expire, 
the group of companies required to file R&D 
data may change from year to year. 


The information reported in this chapter is 
derived from reports filed with the Board by 
patentees. Under the Regulations, patentees 
are required to certify that the information 
reported is true and correct by an officer of the 
company. The PMPRB does not audit but 
attempts to reconcile the information and to 
seek corrections or clarifications from patentees 
if it finds any discrepancies. Each patentee is 
also given the opportunity to confirm the 
R&D-to-sales ratio calculated by the PMPRB for 
that company before publication of this report. 


For 2001, 74 companies selling human and 
veterinary drug products filed reports on R&D. 
Sales of drugs for both human and veterinary 
use are included for the purpose of this section 
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of the report. Of those 74 companies, 
39 were Rx&D members. The data from the 
74 reporting firms are the basis of this report. 


Revenues from Sales 


As shown in Table 7 on page 27, the 74 patentees 
reported total revenues of $10.7 billion from 
Canadian sales of patented and non-patented 
drugs in 2001, up 15.3% over 2000. Patentees 
are largely brand name companies that sell 
patented and non-patented drugs. Of total sales 
revenues, less than 1% was generated by licenc- 
ing agreements. The total sales revenues reported 
by the 39 Rx&D members totalled $8.8 billion, 
accounting for 82.2% of the total sales revenues. 


R&D Expenditures 


Pursuant to the Regulations, patentees are 
required to report those R&D expenditures that 
would have been eligible for an Investment Tax 
Credit for scientific research and experimental 
development under the provisions of the Income 
Tax Act in effect on December 1, 1987.25 
Market research, sales promotions, quality 
control or routine testing of materials, devices 
or products and routine data collection are 
among the expenditures that are not eligible 
for an Investment Tax Credit and therefore 
should not be included in the patentees’ filings. 
Total R&D expenditures include current expen- 
ditures, capital equipment costs and allowable 
depreciation expenses. 


As shown in Table 7, the total R&D expenditures 
reported by all the companies was over 

$1.0 billion in 2001, an increase of 12.6% 

over 2000. The expenditures reported by the 
39 Rx&D members totalled $935.2 million 

in 2001, which accounted for 93.5% of the 
total R&D expenditures for the patented 
pharmaceutical industry as a whole. 


25 The definitions of research and development for 
purposes of the Patented Medicines Regulations are 
based on definitions under the Income Tax Act in 
1987 and differ in some respects from definitions 
used for tax purposes today. The R&D information 
filed by patentees with the PMPRB is not neces- 
sarily consistent with what may ultimately be 
allowed by the Canada Customs and Revenue 
Agency for purposes of the Income Tax Act. 
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Table ip | Total R&D Expenditures* and R&D-to-Sales Ratios of Reporting Companies, 1988-2001 


Year Companies Total R&D Change from Total Sales Change from 
Reporting Expenditures* Previous Year Revenues** Previous Year 
($ millions) (%) ($ millions) (%) 


2001 1,060.1 10 7524 
2000 941.8R à 9,309.6 
1999 894.6 831525 
1998 798.9 6,975.2 
1997 725.1 : 6,288.4 
1996 665.3 à 5,857.4 
1995 625.5 9,230:2 
1994 561.1 4,957.4 
1993 503.5 4,747.6 
1992 412.4 : 4,164.4 
1991 376.4 3,894.8 
1990 305.5 3,298.8 
1989 244.8 22790 
1988 165.7 2,718.0 
Source: PMPRB 


* 


R&D-to-Sales Ratio 


All 


Patentees 


(%) 
9.9 
10.1 
10.8 
LES 
11 
11.4 
7 
11.3 
10.6 
9.9 
9.7 
93 
8.2 
6.1 


Rx&D 


Patentees*** 


(%) 
10.6 
10.6 
11 
127 
12.9 
12.3 
12.5 
11.6 
10.7 
9.8 
9.6 
9,2 
8.1 
6.5 


Total expenditures include current expenditures, capital equipment expenditures and allowable depreciation expenses. If the 
expenditures funded by government are excluded, the ratios for all patentees and for the members of Rx&D decrease to 9.7% 
and 10.4%, respectively. 


Total sales revenues include sales of patented and non-patented drugs for both human and veterinary use. 


In the past, Rx&D has reported that its members have achieved a higher R&D-to-sales ratio than reported by the PMPRB. Not all 
members of Rx&D are required to report to the PMPRB each year as, under the Patent Act, only companies with active Canadian 
patents pertaining to a medicine sold in Canada are required to report on R&D expenditures. For example, some biotechnology 
companies are engaged in R&D but are not required to report to the PMPRB as they have not made sales of a patented product 


during this reporting year. 
Seti 2 | R&D EXPENDITURES 


TO SALES REVENUES FOR THE PATENTED 
R&D-to-Sales Ratios PHARMACEUTICAL INDUSTRY WAS 9.9% IN 


The ratio of R&D expenditures to sales revenues 2001, DOWN FROM 10.1% IN 2000 
for the patented pharmaceutical industry was 
9.9% in 2001, down from 10.1% in 2000 : 

(Table 7). The ratio for the 39 companies that Figure 1 4 eer 
were members of Rx&D was 10.6% in 2001, é . 4 
the same as in 2000. Although the total VAR 
R&D expenditures increased by 12.6%, the Patentees, 1988-2001 
R&D-to-sales ratios declined because sales 

increased even more, by 15.3%. As a result, ee £ 
the R&D-to-sales ratios for all patenteesand 
Rx&D companies were lower in 2001 than in 


All Patentees 


any year since 1992. i 

As shown in Figure 14, the R&D-to-sales ratios 2— 

for all patentees and Rx&D members increased a 

from 1989 to the mid-1990s but have declined in 1988 1990 1992 1994 1996 1998 2000 2001 
recent years. In 2001, the R&D-to-sales ratios Source: PMPRB 


were 9.9% and 10.6% respectively. 


RESEARCH INCREASED BY 2.5% IN 
2001, BUT ITS SHARE OF TOTAL 


R&D CONTINUED TO DECLINE 
FROM 17.8% IN 2000 To 


16.1% IN 2001. 


Figure 15 


Share of Current 
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Table 9 in Annex 3, on page 46, provides 
details on the range of R&D-to-sales ratios. 

Of the 74 reporting companies, 16 companies 
reported having performed no R&D in 2001. 
Sales revenues for companies with no R&D 
totalled $340.8 million in 2001, accounting for 
3.2% of total sales revenues for the patented 
pharmaceutical companies. The 36 companies 
reporting R&D expenditures with an 
R&D-to-sales ratio of 10% or less in 2001 
accounted for 54.0% of total sales revenues. 
This group included companies with total sales 
of $5.8 billion in 2001 compared 
With $4.9 billion in 2000. The 
22 companies with ratios of more 
than 10% accounted for a 
smaller proportion of total sales, 
42.8%, or $4.6 billion in 2001. 


Table 10 in Annex 3, on page 
47, lists all reporting patentees 
and their R&D-to-sales ratios. 


Current Expenditures by 
Type of Research 


Current expenditures accounted for $1.0 billion, 
or 95.3% of total R&D expenditures. Capital 
equipment costs and allowable depreciation 
expenses amounted to 3.4% and 1.3%, 
respectively. Total current expenditures on 
R&D rose by 13.1% in 2001. 


Table 11 in Annex 3, on page 49, shows how 
current expenditures on R&D in 2001 were 
allocated among basic, applied and other 
qualifying R&D. 


Percentage 
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2000 2001 


Patentees reported spending on basic research 
of $163.1 million, or 16.1% of the total current 
R&D expenditures in 2001. Basic research is 
defined as work that advances scientific knowl- 
edge without a specific application in view. 
Expenditures on basic research increased by 
2.5% in 2001, but its share of total R&D 
continued to decline from 17.8% in 2000 to 
16.1% in 2001. As shown in Figure 15, this is 
the lowest proportion of total R&D spending 
on basic research ever reported by patentees 
since the Board began reporting such informa- 


~ tion in 1988. 


The lion’s share of R&D spending continued to 
be on applied research, $604.8 million, or 59.9% 
of the total. Applied research is directed 
towards some practical application, comprising 
the manufacturing process, pre-clinical trials 
and clinical trials. Clinical trials totalled 

$445.8 million in 2001 and accounted for 
73.7% of total applied research expenditures, 
and 44.1% of the total current R&D expendi- 
tures. Manufacturing process accounted for 
$79.5 million, or 7.9% of the total current 
R&D expenditures, and pre-clinical trials 
accounted for $79.5 million, or 7.9% of the total 
current R&D expenditures. Other qualifying 
research, which accounted for 24.0% of total 
expenditures in 2001, includes drug regulation 
submissions, bioavailability studies and Phase IV 
clinical trials. 


Figure 16 in Annex 3, on page 46, shows 
current expenditures on R&D by type of 
research from 1988 to 2001. 


Current Expenditures by 
R&D Performer and by 
Source of Funds 


Pharmaceutical patentees report their expendi- 
tures on research they conduct themselves 
(intramural) and research performed by 
others, including universities and hospitals and 
other manufacturers (extramural). Table 12 in 
Annex 3, on page 49, shows that most R&D 
was carried out by patentees. In 2001, 54.0% 
of R&D expenditures was directed to R&D 
performed by patentees, compared with 
58.1% in 2000. Expenditures on R&D 
performed by other companies on behalf of 
patentees incurred the largest increase with 
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43.4%, from $158.6 million in 2000 to 

$227.5 million in 2001. Expenditures on 

R&D performed by universities and hospitals 
increased by 10.4% to $159.6 million from 2000. 
The category “others” includes individuals, 
organizations such as private clinics, and 
federal and provincial governments. This 
category increased by 10.0% in 2001. 


In 2001, as in previous years, most of the R&D 
expenditures of pharmaceutical patentees were 
funded internally. In 2001, more than 96% 

of all patentees’ R&D was funded by internal 
funds and funds provided by associated 
companies. Refer to Table 13 in Annex 3, 

on page 50, for more details. 


Current R&D 
Expenditures by Location 


In 2001, R&D spending increased in all parts of 
Canada. There was no significant change in 
the regional distribution of R&D spending in 
2001. Almost 85% of total expenditures 
continued to be made in Ontario and Québec. 
Tables 14 and 15 in Annex 3, on pages 50 

and 51, show the current R&D expenditures as 
reported by province and by R&D performer 
for 2001. © 


In our 1998 Road Map for the Next Decade, 

we committed to publishing the Research 
Agenda as part of our annual planning process. 
Among other things, the Research Agenda 
identifies initiatives that are currently, or may 
become, subject to public consultations. 

It also outlines current or upcoming projects 
which we are working on or will be 
undertaking. 


In 2001, the information gathered and feed- 
back we received through the update of our 
Environmental Scan was influential in our 
annual planning process. These consultations 
helped us to establish key priorities for the 
Research Agenda 2002-2005 published in our 
January 2002 NEWSletter. 


Our Research Agenda is available on our 
website at www.pmprb-cepmb.gc.ca under 
Publications. 
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During the Road Map for the Next Decade 
consultations, many stakeholders suggested 
that the price review process (i.e., the process 
by which Board Staff review prices for purposes 
of applying the Guidelines) be more open and 
transparent. Some sought greater opportunities 
to provide input during the process; many saw 
a benefit to practitioners and patients providing 
more information on the therapeutic and cost 
considerations involved in the review. 


In the Road Map, the Board noted stakeholders’ 
concerns regarding the transparency and 

the timeliness of the price review of new 
patented medicines. The Board set out its 
commitment to: 


e make the price review process more open 
and transparent to all stakeholders; 


e improve the efficiency and timeliness of the 
process; and 


¢ maintain a high level of quality in the 
assessments made by Board Staff. 


This issue was referred to the Working Group 
on Price Review Issues (Working Group) for 
consideration. The Working Group was tasked 
with looking at the price review process for 
new patented drug products and considered 
all the relevant issues in evaluating and 
proposing options for improving the trans- 
parency of the process. 


In December 2000, the Working Group sub- 
mitted its report on the price review process 
for new patented medicines to the Board. 

At its meeting in March 2001, the Board 
considered the report in detail and reached a 
decision for further action. The Working 
Group’s report is available from the PMPRB 
website. 


Overall, the Board agreed with the Working 
Group’s recommendations and following a 
Notice and Comment, the Board made the 
following decisions regarding transparency in 
the price review process. 


¢ To publish summary reports on the results 
of the reviews by Board Staff for purposes 
of applying the Guidelines: 


— for all new active substances introduced 
after January 1, 2002; and 


— for those drug products introduced 
after January 1, 2001 that were catego- 
rized as “breakthroughs” or “substantial 
improvements”. 


e To incorporate the Board’s commitment to 
the principle of transparency of the price 
review process, within the context appro- 
priate for this administrative tribunal, 
within the Compendium of Guidelines, 
Policies and Procedures. 


e To instruct Board Staff to develop options 
for aggregate reports on new patented 
medicines. 


For 2001, two medicines, Prevnar and 
Cerezyme, were categorized as “break- 
throughs” or as “substantial improvements”. 
The summary reports for these medicines were 
published in the January and April 2002 
editions of the NEWSletter and are available 
on the PMPRB website under Publications; 
Patented Medicines. 


The PMPRB’s Working Group on Price Review 
Issues (Working Group) is a 12-member consul- 
tative group representing our key stakeholders, 
provincial and territorial ministers of health, 
consumer, advocacy and senior groups, health 
associations and the pharmaceutical industry. 
The Working Group was established in 1999 to 
review, analyze and provide reports to the 
Board for consideration on three matters: 

1) use of U.S. Federal Supply Schedule (FSS) 
prices in international price comparisons; 

2) transparency in the price review process; 
and 3) excessive Price Guidelines for drugs in 
category 3. 


The implementation of the recommendations 
of the Working Group on the first issue, use of 
the FSS, and its report on the transparency of 
the price review process were reported in the 
PMPRB’s Annual Report for 2000. More 
detailed information on the implementation 
of the transparency initiative is available on 
page 31 of this Report. 


Patented Medicine Prices 


Rie Wallen |B Ora Cae Aun ural) 


In January 2001, the Working Group turned 
its attention to the review of the Board’s 
Guidelines for drugs in category 3. These 
drugs include medicines that are not break- 
through or substantial improvements over 
existing therapies and historically have 
represented the lion’s share of new drugs. 
Thirty-eight issues were identified by the 
Working Group members, which they consoli- 
dated and grouped into four components: 


e Therapeutic Class Comparison (TCC) 
validation; 


¢ Components of a TCC; 


e Other factors (e.g. Pharmacoeconomics, 
Investment, Research and Development, 
etc); and 


e Price test and value concepts. 


The Working Group agreed that their review of 
the Guidelines for drugs in category 3 would 
be reported on in two separate documents. 
The first report would address the first three 
components identified above and was 
submitted to the Board in May 2002. The 
second report will address the fourth issue and 
is expected to be submitted to the Board for 
consideration in the fall of 2002. 
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The role of pharmaceuticals as a component 

of the health care system is expanding, and 
federal, provincial and territorial (F/P/T) 
governments are increasingly facing a number 
of pharmaceutical issues, including drug costs, 
utilization and efficiency of resource allocation. 
During the year, the PMPRB continued its long- 
standing participation, at the request of the 
Minister of Health, as an observer on the F/P/T 
Pharmaceutical Issues Committee (PIC).26 


In 2001, the PMPRB continued to carry out 
analyses of price and expenditure trends and 
cost drivers of publicly-funded drug plans under 
a Memorandum of Understanding (MOU) with 
the Minister of Health. (See Reports on Cost 
Drivers on page 25.) 


In their Action Plan for Health System Renewal 
in September 2000, Canada’s First Ministers 
agreed to improve cost-effectiveness, develop 
options for a common inter-jurisdictional drug 
review process, and examine best practices. In 
addition, the federal government committed to 
strengthen post-approval surveillance. To assist 
in these objectives, F/P/T governments require 
accurate and timely national information and 
analysis on individual prescription drug use and 
drug costs. While comparable national infor- 
mation on the use and costs of other areas of 
health care (e.g. hospitals and physician 
services) exists, there is currently no national 
source of standardized comparative information 
on prescription drug utilization. 


26 PIC is responsible for joint F/P/T activities on 
pharmaceutical issues. PIC is made up of 
government officials from each province and 
territory as well as representatives from Health 
Canada and other federal departments and 
agencies. PIC reports to the Advisory Committee 
on Health Services, which reports to the 
Conference of Deputy Ministers of Health. 


In September 2001, F/P/T ministers of health 
announced a multi-faceted approach to better 
pharmaceuticals management including, 
among other things, the establishment of a 
National Prescription Drug Utilization 
Information System (NPDUIS). The NPDUIS is 
to “provide critical analyses of price, utilization 
and cost trends; so that Canada’s health 
system has more comprehensive, accurate 
information on how prescription drugs are 
being used, and sources of cost increases. 

In addition, doctors and pharmacists would 
have better information from which to provide 
care to patients.”27 


The NPDUIS is being established as a partner- 
ship between the Canadian Institute for Health 
Information (CIHI) and the PMPRB. For the 
PMPRB, the NPDUIS represents a natural 
evolution of the work that was previously 
conducted under the MOU between the 
Minister of Health and the PMPRB. 


The PMPRB’s expected work under the 
NPDUIS, including reports on trends in drug 
prices and utilization, is included in our 
Research Agenda. More information on the 
NPDUIS will be reported in future issues of 
the NEWSletter. 


27 News Release, Conference of federal/provincial/ 
territorial ministers of health, St. John’s, 
Newfoundland, September 26, 2001. 


During the year, we undertook an update of 
our Environmental Scan and evaluation of the 
effectiveness of our Consultation and 
Communications policies. BDO Dunwoody & 
Associates Ltd. (BDO) assisted us in this project 
and conducted over 20 interviews with major 
stakeholders. The main results are summarized 
as follows: 


Environmental Scan 


The objective of the environmental scan was 
to identify the major issues facing the pharma- 
ceutical sector over the next three to five 
years. A number of issues and concerns were 
identified; however, the following four were 
the most prevalent and are listed in the order 
of importance based on the frequency of 
responses. 


1. Increasing prices of drugs in Canada 
The majority of stakeholders, other than 
the pharmaceutical industry, feel that the 
issue of increasing prices of drugs will be a 
continuous concern. They indicated that 
the rising price of drugs is increasing the 
overall cost of health care for Canadians. 
This increased health care cost impacts the 
availability of medications and treatments 
to those who really require it, especially 
with our aging population. 


2. Balancing drug prices and research and 
development spending 
A major issue that the stakeholders felt 
existed is the need to balance price 
regulation of drugs and the need for 
research and development of new drugs 
and treatments in Canada. 


3. New technology associated with medica- 
tion (genetics, biotechnology etc.) 
The emergence of new gene therapy and 
biotechnological drugs will have an impact 
on the price review process. The concern 
is that the new costs for the research and 
development of these drugs and treatments 
will not be adequately considered when 
using the current price review structure. 
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4. Transparency of the PMPRB pricing 
review process 
Several of the stakeholder groups indicated 
that they felt the PMPRB needs to be more 
transparent during and after the price review 
process in order to increase consumers’ 
confidence in the process. 


Review of Consultation 
and Communications 
Policies 


The second component of the questionnaire 
was focused on obtaining feedback and recom- 
mendations on our efforts to consult and 
communicate with our various stakeholders. 
Some common themes emerged from the 
interviews of stakeholders. 


The brand name industry representatives felt 
that they have not been well consulted and are 
not adequately consulted or represented on 
the Working Group on Price Review Issues. 
Conversely, most of the other stakeholders felt 
that the consultations are appropriate and that 
there is a good diversity of members on the 
Working Group. The majority of our stake- 
holders interviewed suggested that we hold 
more public meetings and increase the number 
of face-to-face meetings with the various 
individual stakeholders. It was also suggested 
that we involve more, and smaller, organizations 
in our consultations. 


In general, the interviewees considered that 
communications have improved over the past 
few years. They found our website, NEWSletter 
and annual reports very useful, but felt there is 
still room for some improvement. 


We wish to thank those who have accepted 
our invitation to participate. Their input will 
help us in identifying the major trends and 
issues that may impact the PMPRB over the 
next few years. In addition, it will assist us in 
evaluating the effectiveness of our Consultation 
and Communications policies. 


_ The BDO report is available on our website at 


www.pmprb-cepmb.gc.ca under Publications; 
Environmental Scan. 
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Our Communications Program is aimed at 
cultivating an understanding and awareness of 
our role, jurisdiction, and regulatory and 
reporting functions. We work to provide our 
stakeholders with timely, accurate and factual 
information through a variety of channels. More 
importantly, we strive to ensure open lines of 
communications with our stakeholders through 
diverse consultation and feedback mechanisms. 


We adhere to guiding principles that contribute 
to the effectiveness and consistency of our 
communications activities. Some of these 
principles include: 


e assuring timely response to stakeholder and 
public inquiries; 


e facilitating two-way communications by 
providing ample opportunities for feedback 
and participation in all communications 
activities; and 


¢ maintaining a consistent corporate 
approach to ensure that stakeholders 
and the public can easily identify our 
publications. 


To better gauge the effectiveness of our 
communications program, last summer we 
conducted an evaluation of our consultation 
and communications policies through a survey 
of our main stakeholder groups. As a result, 
we have enhanced a number of our main 
communications activities to respond to the 
issues raised by stakeholders. These include 
widening the range of information available in 
print and on our website and creating an 
on-line feedback form to increase accessibility. 


As the PMRPB enters its 15th year of operation, 
the main objectives will be to continue to be 
transparent and open in all our communications 
and to strive to engage stakeholders through a 
variety of information dissemination, feedback 
and participatory mechanisms. 


not more than five members who serve on a 


part-time basis, appointed by the Governor-in-Council, including a Chairperson and 


Vice-Chairperson. The Chairperson is designated under the Patent Act as the 

Chief Executive Officer of the PMPRB with the authority and responsibility to supervise 
and direct its work. The Executive Director manages the work of the Staff. Senior 
Staff consists of the Executive Director, the Director of Compliance and Enforcement, 
the Director of Policy and Economic Analysis, the Director of Corporate Services, 

the Secretary of the Board and Senior Counsel. 


Organization Structure of the PMPRB 


Board Members 
Anthony Boardman 
Ingrid Sketris 


Chairperson 
Robert G. Elgie 


Vice-Chairperson 
Réal Sureau 


Secretariat 
Secretary of the Board 
Sylvie Dupont 


Legal Services Branch | 
Senior Counsel ~ 
Martine Richard 


Executive Director 
Wayne D. Critchley 


Policy & Economic 
Analysis Branch 
Director 
Ronald Corvari 


Compliance & 
Enforcement Branch 
Director 

Ginette Tognet 


Corporate Services 
Branch 
Director 

Robert Sauvé 
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Members’ Biographies 


Chairperson: Robert G. Elgie 
LL.B., M.D., F.R.C.S. (C), LL.D. (hon.) 


Dr. Elgie, a lawyer and neurosurgeon, Fellow of 
the Royal College of Surgeons (Neurosurgery), 
was the founder and first Director of Dalhousie 
University’s Health Law Institute from 1991 to 
1996. He was also the part-time Chair of the 
Workers’ Compensation Board of Nova Scotia 
from 1992 to 1996. Dr. Elgie has taught at the 
Medical Schools of Queen’s University and the 
University of Toronto, and has held several 
positions with the Scarborough General Hospital, 
including Chief of Medical Staff. In 1977, he 
was elected to the Ontario Legislative Assembly 
and subsequently served in several Cabinet 
positions. He resigned from the Ontario 
Legislature in September 1985 to become 
Chair of the Workers’ Compensation Board 

of Ontario, where he served until 1991. 

In October 2000, Dr. Elgie was appointed to the 
Ontario Press Council. In May 2001, Dr. Elgie 
was awarded an honorary degree by Dalhousie 
University: Doctor of Laws, honoris causa, in 
recognition of his outstanding personal 
achievements. Dr. Elgie was appointed Member 
and Chairperson of the Board in March 1995 
and re-appointed in March 2000. 


Vice-Chairperson: Réal Sureau FCA 


Mr. Sureau, a chartered accountant, is 
President of Sureau Management Limited. 
From January 1997 to February 2000, he was 
Director of Business Development of the 
Montréal Baseball Club. From June 1995 to 
June 1996, he was President of the Order of 
Chartered Accountants of Québec. Through 
the years, Mr. Sureau was a member of several 
committees of the Order, including the 
Disciplinary Committee, the Professional Practice 
Committee, the Professional Development 
Committee and the Committee on Government 
Finances. He was Vice-President, Finance, at 
Forex and Canam-Manac. Mr. Sureau sits on 
the board of directors of many organizations, 
including Gaz Métropolitain and the Institut de 
réadaptation de Montréal. Mr. Sureau was 
appointed Member and Vice-Chairperson of 
the Board in October 1995 and re-appointed 
in October 2000. 


g 


www.pmprb-cep 


Members: 
Anthony Boardman BA, Ph.D. 


Dr. Boardman is the Van Dusen Professor of 
Business Administration in the Strategy and 
Business Economics Division, Faculty of 
Commerce and Business Administration at 

the University of British Columbia (UBC). 

He graduated from the University of Kent at 
Canterbury, England, (B.A., 1970) and Carnegie- 
Mellon University (Ph.D., 1975). Prior to taking 
up his position at UBC he was a professor at 
the Wharton School, University of Pennsylvania. 
Dr. Boardman’s current research interests 
include privatization, cost-benefit analysis and 
strategic management. During his career, he 
has published many articles in leading academic 
journals. Recently, he completed the second 
edition of Cost-Benefit Analysis: Concepts and 
Practice. Dr. Boardman has been a consultant 
to many private and public organizations, 
including Vodafone, Stora Enzo, Pricewaterhouse 
Coopers, the Treasury of New Zealand and all 


levels of government in Canada. He is also an 


excellent teacher and has taught executive 
programmes in Finland, China, Australia and 
elsewhere. As a member of the MBA Core 
Team at UBC, he recently won the Alan Blizzard 
award. Between 1995 and 2001, Dr. Boardman 
was a member of the Pharmacoeconomic 
Initiative Scientific Committee which made 
recommendations to B.C. Pharmacare on the 
cost-effectiveness of new drugs. Dr. Boardman 
was appointed Member of the Board in 
January 1999. 


Left to right: 

Robert Elgie, 
Chairperson 

Ingrid Sketris 

Réal Sureau, 
Vice-Chairperson 

Anthony Boardman 


Ingrid S. Sketris 
BSc(Phm), Pharm.D., MPA(HSA) 


Dr. Sketris is a Professor at the College of 
Pharmacy and School of Health Services 
Administration and an Associate Professor of 
the Department of Community Health and 
Epidemiology, Dalhousie University. She is a 
consultant to the pharmacy department of the 
Queen Elizabeth II Health Sciences Centre, 
Halifax. Since 2000, Dr. Sketris holds a Chair 
in health services and nursing from the 


Canadian Health Services Research Foundation/ . 


Canadian Institutes of Health Research 
(Cosponsored by the Nova Scotia Health 
Research Foundation). She is a graduate of the 
University of Toronto (BSc(Phm), 1977), University 
of Minnesota (Pharm.D,1979), University of 
Tennessee Center for the Health Sciences 
(Residency in Clinical Toxicology/Pharmacy 
Practice, 1980) and Dalhousie University 
(MPA(HSA) 1989). She is a fellow of the Canadian 
Society of Hospital Pharmacists and the 
American College of Clinical Pharmacy. 


Table 8 Financial Performance 


Actual Spending 
2000-2001 
($ thousands) 


329770 


Total PMPRB 
Full Time Equivalents 


The PMPRB operated with a budget of 
$4,199,000 in 2001-2002 and a staff of 
38 employees. 


It should be noted that for the last two and 
one-half years, the PMPRB’s operating budget 
has included additional funding of approxi- 
mately $550,000 per year for the PMPRB 
under a Memorandum of Understanding 
(MOU) with the Minister of Health to provide 
analyses of public drug plan spending. The 
MOU expired on March 31, 2002. In 
September 2001, federal/provincial/territorial 
ministers of health announced their decision 
to establish the National Prescription Drug 
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Dr. Sketris is currently on the Editorial Boards of 
the Canadian Journal of Clinical Pharmacology, 
Clinical Therapeutics, and Drugs and 
Therapeutics for Maritime Practitioners. She 
was a member of the scientific advisory panel 
of the Canadian Coordinating Office for Health 
Technology Assessment from 1996-1998. 

Dr. Sketris’ research interests include examining 
the impact of changes in Pharmacare policy 
and the use of drugs and health services 
particularly related to the population of 

Nova Scotia. She has numerous publications 
in the area of transplantation therapeutics and 
pharmacoepidemiology. Dr. Sketris was 
appointed Member of the Board in May 1999. 


Forecast Spending 
2001-2002 
($ thousands) 


4,199.0 


38.0 38.0 


Utilization Information System (NPDUIS) to 
continue and expand on the work done under 
the MOU. The NPDUIS is established through 
a partnership arrangement between the 
PMPRB and the Canadian Institute for Health 
Information. The Business Case approved by — 
F/P/T Ministers provides for an annual budget 
of close to $1.0 million for the PMPRB’s 
contribution to the NPDUIS. More information 
on the NPDUIS is available on page 33. 


For additional information on the PMPRB 
budget, please visit our website at 
www.pmprb-cepmb.gc.ca under 
Publications; Reports to Parliament. 
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our stakeholders regularly through our publications. 
Some of these publications, such as the Annual Report and the NEWSletter, are 
published at regular intervals throughout the year while others are released in 


response to program and corporate requirements. 


Publications 
Annual Report 


Articles 
— Peer-Reviewed Studies in the PMPRB Price Review Process 
— Patent Pertaining — What is a company to do? 
— Filing Requirements — A Reminder 


CPl-Adjustment Factors 


Environmental Scan and Performance Evaluation of the Consultation 
and Communications Policies 


NEWSletter 


Patented Medicines 
— Reported to the PMPRB in 2001 (including the review status for each drug) 
— Reports on New Patented Drugs: 
1. Prevnar 
2. Cerezyme 


Notice and Comment 
— Transparency in the Price Review Process 


Research Agenda 


Speech Series 
— Enhancing Transparency in Drug Price Regulation 
— A Delicate Balance: Can Government Promote R&D and Control Drug Costs 
at the Same Time? 
— Drug Patents and Drug Prices: The Role of the PMPRB 


Study Series 
— §S-0215 — Verification of Foreign Patented Drug Prices 


Summary of Board Meetings 


Voluntary Compliance Undertaking 
— Zanaflex 


The analyses conducted by the PMPRB under To obtain our publications, please call us at 
the Memorandum of Understanding with the 1 877 861-2350 or (613) 952-7360, 
Minister of Health on price and expenditure or access them on our website at 


trends, price levels and cost drivers of publicly www.pmprb-cepmb.gc.ca. 
funded drug plans are also available. 


Release Date 
Yearly-June 


October 
October 
April 2002 


Yearly-April 


October 
Quarterly 


Monthly 


January 2002 
April 2002 


April 
Yearly-January 


March 


December 
March 2002 


January 2002 
Quarterly 


October 


This glossary is included for the convenience of the reader. 


For more detailed information and definitions please refer to the Patent Act, the 
Patented Medicines Regulations, the PMPRB Compendium of Guidelines, Policies and 
Procedures and the Food and Drugs Regulations, or contact the PMPRB. 


Active Ingredient: Chemical or biological 
substance responsible for the claimed 
pharmacologic effect of a drug product. 
(Ingrédient actif) 


Advance Ruling Certificate (ARC): A non- 
binding certificate may be issued pursuant 
to subsection 98(4) of the Patent Act at the 
request of a patentee when the Board is 
satisfied that the price or proposed price of 
the medicine would not exceed the maxi- 
mum non-excessive price under the Board’s 
Guidelines. (Certificat de décision au 
préalable) 


ATC: Anatomical Therapeutic Chemical [ATC] 
classification system, developed and main- 
tained by the World Health Organization 
(WHO) Collaborating Centre for Drug 
Statistics Methodology, divides drugs into 
different groups according to their site of 
action and therapeutic and chemical 
characteristics. This system is used by the 
PMPRB as a guide for selecting comparable 
medicines for purposes of price review. (ATC) 


Dedication of Patent: A practice whereby a 
patentee notifies the Commissioner of 
Patents that it has surrendered its rights 
and entitlements flowing from the patent 
for the benefit of the public to use and 
enjoy. (Cession d’un brevet) 


NB: As of January 30, 1995, the Board does 
not recognize dedication of patent as a means 
to remove the medicine from its jurisdiction. 
(See PMPRB Bulletin 17, page 3.) 


Drug Identification Number (DIN): A regis- 
tration number that the Health Protection 
Branch of Health Canada assigns to each 
prescription and non-prescription drug 
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product marketed under the Food and Drugs 
Regulations. The DIN is assigned using 
information in the following areas: manu- 
facturer of the product; active ingredient(s); 
strength of active ingredient(s); pharma- 
ceutical dosage form; brand/trade name; 
and route of administration. (Numéro 
d’identification de drogue) 


Drug Product: A particular presentation of a 
medicine characterized by its pharmaceutical 
dosage form and the strength of the active 
ingredient(s). (Produit médicamenteux) 


Drug Product, Existing: An existing drug 
product is a DIN for which a benchmark 
price has been established in accordance 
with the Board’s Guidelines. (See Chapter 1, 
subsection 3.3 of the Compendium of 
Guidelines, Policies and Procedures.) 

(Produit médicamenteux existant) 


Drug Product, New: A new drug product is 
one for which the introductory price is 
under review. Patented drug products are 
considered new in the year during which 
they are first introduced on the market in 
Canada or the year they receive their first 
patent(s) if previously marketed. For price 
review purposes, new drug products for a 
given year are those introduced between 
December 1, of the previous year and 
November 30, of the reporting year. Because 
of the filing requirements under the Patented 
Medicines Regulations and the manner of 
calculating benchmark prices, drug products 
introduced in December are considered to 
have been introduced in the following year. 
(See Chapter 1, subsection 3.2 of the 
Compendium of Guidelines, Policies and 
Procedures.) (Produit médicamenteux 
nouveau) 
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Emergency Drug Release (EDR) Program: 
See Special Access Program. 


Generic Product: A drug product with the 
same active ingredient, strength and 
dosage form of a brand name drug 
product. (Produit générique) 


Investigational New Drug (IND): A drug that 
has been authorized for clinical evaluation 
(i.e. testing on humans) by Health Canada 
but that is not yet approved for sale for the 
indication under study. (Drogue de 
recherche) 


Licence, Compulsory: A licence granted by 
the Commissioner of Patents in accordance 
with subsection 39(4) of the Patent Act that 
has been continued pursuant to subsection 
11(1) of the Patent Act Amendment Act, 
1992 which permits the licencee to import, 
make, use or sell a patented invention 
pertaining to a medicine. Royalties payable 
are determined by the Commissioner of 
Patents who sets the terms of licences pur- 
suant to subsection 39(5) of the Patent Act. 
Except for those compulsory licences issued 
prior to December 20, 1991, which are 
continued pursuant to subsection 11(1) 
of the Patent Act, licences issued after 
December 20, 1991 have no effect. 
(Licence obligatoire) 


Licence, Voluntary: A contractual agreement 
between a patent holder and a licencee 
under which the licencee is entitled to 
enjoy the benefit of the patent or to 
exercise any rights in relation to the patent 
for some consideration (i.e., royalties in the 
form of a share of the licencee’s sales.) 
(Licence volontaire) 


Medicine: Any substance or mixture of 
substances made by any means, whether 
produced biologically, chemically, or 
otherwise, that is applied or administered 
in vivo in humans or in animals to aid in 
the diagnosis, treatment, mitigation or 
prevention of disease, symptoms, disorders, 
abnormal physical states, or modifying 
organic functions in humans and or animals, 
however administered. For greater certainty, 
this definition includes vaccines, topical 
preparations, anaesthetics and diagnostic 
products used in vivo, regardless of delivery 


mechanism (e.g., transdermal, capsule 
form, injectable, inhaler, etc.). This defini- 
tion excludes medical devices, in vitro 
diagnostic products and disinfectants that 
are not used in vivo. (See Compendium of 
Guidelines, Policies and Procedures, Introduction, 
subsection 1.5.) (Médicament) 


Notice of Compliance (NOC): A notice in 


respect of a medicine issued by the Health 
Products and Food Branch of Health Canada 
under section C.08.004 of the Food and 
Drug Regulations. The issuance of an NOC 
indicates that a drug product meets the 
required Health Canada standards for use 
in humans or animals and that the product 
is approved for sale in Canada. (Avis de 
conformité) 


Patent: An instrument issued by the 


Commissioner of Patents in the form of 
letters patent for an invention that provides 
its holder with a monopoly limited in time, 
for the claims made within the patent. 

A patent gives its holder and its legal repre- 
sentatives, the exclusive right of making, 
constructing and using the invention and 
selling it to others to be used. (Brevet) 


Patentee: As defined by subsection 79(1) of 


the Patent Act, “the person for the time 
being entitled to the benefit of the patent 
for that invention (pertaining to a medicine) 
and includes, where any other person is 
entitled to exercise any rights in relation to 
that patent other than under a licence 
continued by subsection 11(1) of the Patent 
Act Amendment Act, 1992, that other person 
in respect of those rights;” (Breveté) 


Pending Patent: An application for a patent 


that has not yet been issued. (Brevet en 
instance) 


NB: In cases where a medicine is sold 
before a patent is issued, it is the Board's 
policy once the patent is issued, to review 
the price of the medicine as of the date on 
which the patent application was laid 
open for public inspection. (See PMPRB 
Bulletin 15, page 7.) 
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Research and Development (R&D): Basic or 


applied research for the purpose of creating 
new, or improving existing, materials, devices, 
products or processes (e.g., manufacturing 
processes). (Recherche et développement) 


Research and Development — Applied 


Research: Work that advances scientific 
knowledge with a specific practical 
application in view such as creating new or 
improved products or processes through 
manufacturing processes or through 
preclinical or clinical studies. (Recherche et 
développement — recherche appliquée) 


Research and Development — Basic Research: 


Work that advances scientific knowledge 
without a specific application in view. 
(Recherche et développement — recherche 
fondamentale) 


Research and Development — Clinical 


Research: The assessment of the effect of 
a new medicine on humans. It typically 
consists of three successive phases, 
beginning with limited testing for safety in 
healthy humans then proceeding to further 
safety and efficacy studies in patients 
suffering from the target disease. 
(Recherche et développement — 

recherche clinique) 


Research and Development — Preclinical 


Research: Tests on animals to evaluate the 
pharmacological and toxicological effects of 
medicines. (Recherche et développement — 
recherche pré-clinique) 


Research and Development Expenditures: 


For the purposes of the Patented Medicines 
Regulations, 1994, in particular sections 5 
and 6, research and development includes 
activities for which expenditures would 
have qualified for the investment tax credit 
for scientific research and experimental 
development under the Income Tax Act as it 
read on December 1, 1987. (Dépenses en 
recherche et développement) 


Special Access Program (SAP): A program 


operated by Health Canada to give practi- 
tioners access to drugs that are not 
approved or otherwise available for sale in 
Canada. (Formerly the EDR Program.) 
(Programme d’accés spécial) 


Voluntary Compliance Undertaking (VCU): 


A written undertaking by a patentee to 
adjust its price to conform with the PMPRB’s 
Excessive Price Guidelines (see Chapter 1 

of the Compendium of Guidelines, Policies 
and Procedures). Pursuant to the Board’s 
Compliance and Enforcement Policy 

(see Chapter 2, section 7), the Chairperson 
or the Board may approve a VCU in lieu of 
issuing a Notice of Hearing if it is consistent 
with the Patent Act and the policies of the 
Board and in the public interest. The Board 
reports publicly on all VCUs approved by 
the Chairperson or the Board. (Engagement 
de conformité volontaire) 
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A price is considered to be within the Guidelines 
unless it meets the criteria for commencing 

an investigation. The criteria represent the 
standards the Board applies in order to allocate 
its resources to investigations as efficiently as 
possible. Their existence should not be 
construed as indicating that the Board accepts 
any deviation from the Guidelines. The Board 
is satisfied that its criteria assure all significant 
cases of pricing outside the Guidelines will be 
subject to investigation. In most instances 
where a price exceeds the maximum allowable 
price by an amount too small to trigger an 
investigation in one year, it is offset by a price 
below that which is permitted by the Guidelines 
the following year. The Board expects the 
prices of all patented medicines to be within 
the Guidelines and evidence of persistent 
pricing outside the Guidelines, even by a small 
amount, may be used as a criterion for 
commencing an investigation. 


Criteria for Commencing an 
Investigation 


Board Staff will commence an investigation 
into the price of a patented drug product 
when any of the following criteria are met: 


New Drug Products 


e The introductory price is 5% or more 
above the maximum non-excessive price; 


e Excess revenues in the introductory period 
are $25,000 or more; or. 


¢ Complaints with significant evidence. 


Existing Drug Products 


e A price is 5% or more above the maximum 
non-excessive price and there are 
cumulative excess revenues of $25,000 or 
more over the life of the patent after 
January 1, 1992; 


e Cumulative excess revenues are $50,000 
or more over the life of the patent after 
January 1, 1992; or 


e Complaints with significant evidence. 


For more information on the Criteria for 
Commencing an Investigation, please consult 
Schedule 5 of the Compendium of Guidelines, 
Policies and Procedures available on our 

website at www.pmprb-cepmb.gc.ca, under 
Legislation, Regulations, Guidelines. 


Brand Name 
Allegra 120 mg/tab 
Androderm 12.2 mg/patch 
Atacand Plus 16/12.5 
Atridox 44 mg/dose 


Baycol 0.8 mg/tab 


Cerezyme 200 units/vial 
Cerezyme 400 units/vial 
Children’s Motrin 50 mg/tab 
Children’s Motrin 100 mg/tab 
Claritin Kids 1 mg/mL 
Comtan 200 mg/tab 


Coversyl 2 mg/tab 
Coversyl 4 mg/tab 
Definity 150 FL/mL 


Depocyt 10 mg/mL 


Differin 1 mg/mL 


Ditropan XL 5 mg/tab 
Ditropan XL 10 mg/tab 

Eprex 6000 units/syr 

Eprex 8000 units/syr 
Estalis-Sequi 140/50 
Estalis-Sequi 250/50 

Estradot 37.5 0.585 mg/patch 
Estradot 50 0.78 mg/patch 
Estradot 75 1.17 mg/patch 
Estradot 100 1.56 mg/patch 


Fucithalmic 10 mg/g 
(unit dose dropper) 


Fucithalmic 10 mg/g 


(multi dose tube) 


Company 

Aventis Pharma Inc. 
Paladin Labs Inc. 
AstraZeneca Canada Inc. 


GlaxoSmithKline 
Consumer Healthcare 


Bayer Inc. 

Genzyme Canada Inc. 
Genzyme Canada Inc. 
McNeil Consumer Healthcare 
McNeil Consumer Healthcare 
Schering Canada Inc. 
Novartis Pharma Canada Inc. 
Servier Canada Inc. 

Servier Canada Inc. 


Bristol-Myers Squibb 
Pharmaceutical Group 


Paladin Labs Inc. 
Galderma Canada 
Janssen-Ortho Inc. 
Janssen-Ortho Inc. 
Janssen-Ortho Inc. 
Janssen-Ortho Inc. 

Novartis Pharma Canada Inc. 
Novartis Pharma Canada Inc. 
Novartis Pharma Canada Inc. 
Novartis Pharma Canada Inc. 
Novartis Pharma Canada Inc. 
Novartis Pharma Canada Inc. 
Leo Pharma Inc. 


Leo Pharma Inc. 


Hydromorph Contin 18 mg/cap Purdue Pharma 


Kaletra 133.3/33.3 
Kaletra 80/20 
Lamictal 2 mg/tab 


Losec Mups 10 mg/tab 
Losec Mups 20 mg/tab 


Lipitor 80 mg/tab 
Malarone 250/100 
Melacine 1.25 mL 
Meridia 10 mg/cap 
Meridia 15 mg/cap 


Micardis Plus 80/12.5 


Mirena 52 mg/pouch 


Nexium 20 mg/tab 
Nexium 40 mg/tab 


One Alpha 0.002 mg/mL 


(oral drops) 


Abbott Laboratories Limited 
Abbott Laboratories Limited 
GlaxoSmithKline Inc. 
AstraZeneca Canada Inc. 
AstraZeneca Canada Inc. 
Pfizer Canada Inc. 
GlaxoSmithKline Inc. 
Schering Canada Inc. 

Knoll Pharma Inc. 

Knoll Pharma Inc. 


Distributed by 
GlaxoSmithKline Inc. 


Berlex Canada Inc. 
AstraZeneca Canada Inc. 
AstraZeneca Canada Inc. 
Leo Pharma Inc. 
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DIN 

02242819 
02239653 
02244021 
02242473 


02243223 
02230694 
02241751 
02243178 
02243179 
02241523 
02243763 
02123274 
02123282 
02243173 


02241150 
02148757 
02243960 
02243961 
02243401 
02243403 
02243529 
02243530 
02243999 
02244000 
02244001 
02244002 
02243861 


02243862 


02243562 
02243643 
02243644 
02243803 
02242461 
02242462 
02243097 
02238151 
02241211 
02243163 
02243164 
02244344 


02243005 
02244521 
02244522 
02240329 


NAS1/FPG2 ATC3 


R 


C 


NAS/FPG 
NAS/FPG 


NAS 
NAS/FPG 
NAS/FPG 
NAS 
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Status 

Within Guidelines 
Within Guidelines 
Within Guidelines 
Under Review 


Within Guidelines 
Within Guidelines 
Within Guidelines 
Under Review 

Under Review 

Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Under Review 


Under Review 
Under Review 
Under Review 
Under Review 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Under Review 


Under Review 


Within Guidelines 
Under Review 
Under Review 
Under Review 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Under Review 
Within Guidelines 
Under Review 
Under Review 
Under Review 


Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 


— Annual 
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Annex 2 continued 


Brand Name 


One Alpha 0.002 mg/mL 
(injection) 


Peg-Intron 74 Fgm/vial 
Peg-Intron 118.4 Fgm/vial 
Peg-Intron 177.6 Fgm/vial 
Peg-Intron 222 Fgm/vial 


Pepcid Complete 10/800/165 


Prevnar 0.5 mL/vial 
Protopic 1 mg/g 
Protopic 0.3 mg/g 
Rapamune 1 mg/mL 
Remicade 100 mg/vial 
Reminyl 4 mg/tab 
Reminyl 8 mg/tab 
Reminyl 12 mg/tab 
Renagel 400 mg/tab 
Renagel 800 mg/tab 
Rescriptor 100 mg/tab 


Retin-A Micro 1 mg/g 


Rosasol 10 mg/g 
Sensodyne-F 5%/0.24% 


Seroquel 150 mg/tab 
Singulair 4 mg/tab 
Sustiva 50 mg/cap 


Sustiva 100 mg/cap 
Sustiva 200 mg/cap 
Tequin 400 mg/tab 
Tequin 10 mg/mL 


Teveten 300 mg/tab 
Teveten 400 mg/tab 
Teveten 600 mg/tab 


Triaminic Softchews Cough 
7.5 mg/tab 


Trizivir 150/300/300 


Ventolin Diskus 0.2 mg/dose 
Zomig Rapimelt 2.5 mg/tab 


Zyprexa Zydis 5 mg/tab 
Zyprexa Zydis 10 mg/tab 
Zyvoxam 600 mg/tab 
Zyvoxam 2 mg/mL 


Company 
Leo Pharma Inc. 


Schering Canada Inc. 
Schering Canada Inc. 
Schering Canada Inc. 
Schering Canada Inc. 
Johnson & Johnson Merck 
Wyeth-Ayerst Canada Inc. 
Fujisawa Canada, Inc. 
Fujisawa Canada, Inc. 
Wyeth-Ayerst Canada Inc. 
Schering Canada Inc. 
Janssen-Ortho Inc. 
Janssen-Ortho Inc. 
Janssen-Ortho Inc. 
Genzyme Canada Inc. 
Genzyme Canada Inc. 


Agouron Pharmaceuticals 
Canada Inc. 


Ortho Derm., Div. of 
Johnson & Johnson Inc. 


Stiefel Canada Inc. 


GlaxoSmithKline 
Consumer Healthcare 


AstraZeneca Canada Inc. 
Merck Frosst Canada Inc. 


Bristol-Myers Squibb 
Pharmaceutical Group 


Bristol-Myers Squibb 
Pharmaceutical Group 


Bristol-Myers Squibb 
Pharmaceutical Group 


Bristol-Myers Squibb 
Pharmaceutical Group 


Bristol-Myers Squibb 
Pharmaceutical Group 


Solvay Pharma Inc. 
Solvay Pharma Inc. 
Solvay Pharma Inc. 


Novartis Consumer Health 
Canada Inc. 


GlaxoSmithKline Inc. 
GlaxoSmithKline Inc. 
AstraZeneca Canada Inc. 
Eli Lilly Canada Inc. 

Eli Lilly Canada Inc. 
Pharmacia Canada Inc. 
Pharmacia Canada Inc. 


DIN 
02242502 


02242966 
02242967 
02242968 
02242969 
02243053 
02244081 
02244148 
02244149 
02243237 
02244016 
02244298 
02244299 
02244300 
02244309 
02244310 
02238348 


02243914 


02242919 
02243131 


02240862 
02243602 
02239886 


02239887 


02239888 


02243182 


02243184 


02240431 
02240432 
02243942 
02243032 


02244757 
02243115 
02243045 
02243086 
02243087 
02243684 
02243685 


NAS1/FPG2 ATC3 


NAS 
NAS 
NAS 
NAS 


NAS 


NAS/FPG 


NAS/FPG 


NAS/FPG 
NAS/FPG 
NAS/FPG 
NAS 
NAS 


NAS 
NAS 
NAS 


NAS/FPG 
NAS 


A 
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Status 
Under Review 


Under Review 
Under Review 
Under Review 
Under Review 
Within Guidelines 
Within Guidelines 
Under Review 
Under Review 
Within Guidelines 
Under Review 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Under Review 
Under Review 
Within Guidelines 


Under Review 


Within Guidelines 
Within Guidelines 


Within Guidelines 
Within Guidelines 
Under Review 


Under Review 


Under Review 


Within Guidelines 


Within Guidelines 


Under Review 


Under Review 
Under Review 
Within Guidelines 


Within Guidelines 
Under Review 

Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
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The Board’s Guidelines establish three categories of new patented drug products for purposes of conducting introductory price reviews. 

+ Category 1 — a new DIN of an existing or comparable dosage form of an existing medicine, usually a new strength of an existing drug 
(line extension). 

+ Category 2 — the first drug product to treat effectively a particular illness or which provides a substantial improvement over existing drug 
products, often referred to as “breakthrough” or “substantial improvement”. 

+ Category 3 — a new drug or new dosage form of an existing medicine that provides moderate, little or no improvement over existing medicines. 


For complete definitions of the categories, refer to the Compendium of Guidelines, Policies and Procedures, Chapter 3, section 3. 


1 NAS: New Active Substance 
2 FPG: First Patent Grant 
3 ATC: Anatomical Therapeutic Chemical Classification System 


Table 9 | Range of R&D-to-Sales Ratios by Number of Reporting Companies and Total Sales Revenues 


Range of 
R&D-to-Sales Ratio 2001 2000 


Number of Total Sales Number of Total Sales 
Reporting Revenues Reporting Revenues 
Companies  ($ millions) (%) Companies ($ millions) (%) 


0% 16 340.8 3.2 ile 349.5 sito) 
0%-10% 36 D 22250 54.0 59 4,860.5 5272 
> 10% 22 4,598.5 42.8 23 4,099.6 44.0 
Total 74 10;732;1 100.0 29 9,309.6 100.0 


Source: PMPRB 
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Table 1 0 | Ratios of R&D Expenditures to Sales Revenues by Reporting Patentee, | 


2001 and 2000 


Company 


3M Canada Inc. 

Abbott Laboratories, Limited 
Agouron Pharmaceuticals Canada Inc. 
Alcon Canada Inc. 

Allergan Inc.2 

Alpha Therapeutic Corporation (not a patentee in 2000) 
AltiMed Pharmaceutical Inc. 

Alza Canada 

Amersham Health Inc.3 

Amgen Canada Inc.2 

AstraZeneca Canada Inc.2 

Aventis Pasteur Limited 

Aventis Pharma Inc.2 


Axcan Pharma Inc.2 
Ayerst Veterinary Laboratories, Division of Wyeth-Ayerst Canada Inc. 


Baxter Corporation 

Bayer Inc., Healthcare Division2 

Bayer Inc., Agriculture Division 

Berlex Canada Inc.2 

Biogen Canada Inc. 

Biovail Pharmaceuticals, Division of Biovail Corporations 
Boehringer Ingelheim (Canada) Ltd.2 

Bracco Diagnostics Canada Inc. 

Bristol-Myers Squibb Pharmaceutical Group2 

BYK Canada Inc.2 

Canderm Pharma Inc. 

Cangene Corporation 

Chiron Canada Limitedé 

Dermik Laboratories Canada Inc. 

Draxis Health Inc. 

Eli Lilly Canada Inc. (includes Elanco Animal Health Division)2 
Ferring Inc. 

Fournier Pharma Inc.2 

Fujisawa Canada Inc.2 

Galderma Canada 

Genzyme Canada Inc. 

GlaxoSmithKline2 

GlaxoSmithKline Consumer Healthcare Inc.7 

Guilford Pharmaceuticals (not a patentee in 2000) 
Hoffmann-La Roche Canada Limited2 

ICN Canada Ltd. 

Janssen-Ortho Inc.2 

Johnson & Johnson Merck, Consumer Pharmaceuticals of Canada 


R&D-to-Sales Ratio (%) 


2001 
0.04 
ieee 
43.0 
0.0 
6,7 
0.0 
0.0 
0.0 
0.0 
45.24 
7 
45.84 
14.0 
24.2 
0.0 
0.1 
A | 
Lies 
6.0 


2000 
0.0 
digs 

58.4 
0.0 
8.2 
0.0 
0.0 
V4 

65.74 

10.1 
49.34 

nel 

VEINE 

0.0 


Table 10 continued 


Company R&D-to-Sales Ratio (%) 
2001 2000 

Knoll Pharma Inc.2 8.2 a 

Leo Pharma Inc.2 7.8 7.4 

Ligand Pharmaceuticals (Canada) Inc. 0.0 0.0 

Lundbeck Canada Inc.2 3.2 8.9 

McNeil Consumer Healthcare Canada 0.8 1.2R 

Medicis Canada Ltd. 0.0 0.0 

Merck Frosst Canada Ltd.2 i 14.3 

Merial Canada Inc. 0.3 0.4 

Novartis Animal Health Canada Inc. 0.3 0:2 

Novartis Consumer Health Canada Inc. 159 le 

Novartis Ophthalmics® 12.0 2 

Novartis Pharmaceuticals Canada Inc.2 9.0 11.1 

Novo Nordisk Canada Inc. 1.0 LS 

Organon Canada Ltd.2 322 2:9 

Ortho Dermatological, Division of Johnson & Johnson Inc. 0.0 0.0 

Paladin Laboratories Inc.2 (not a patentee in 2000) 6.9 

Pfizer Canada Inc., Animal Health Group 115 

Pfizer Canada Inc.2 11.4 

Pfizer Canada Inc., Consumer Healthcare Division10 0.6 

Pharmacia Canada Inc.2 7.2 

Procter & Gamble Pharmaceuticals Canada, Inc.2 11.9 

Purdue Pharma2 4.4 

Sanofi-Synthélabo Canada Inc.2 2737 

Schering Canada Inc.2 8.9 

Servier Canada Inc.2 19.9 

Solvay Pharma Inc.2 194 

Stiefel Canada Inc.2 (not a patentee in 2000) 22 


The Liposome Company, Inc. 0.0 


Tyco Healthcare Group Canada Inc.2, 11 0.02 
Wyeth-Ayerst Canada Inc.2 1377 
Yamanouchi Pharmaceutical Co. Ltd. 0.0 0.0 


Source: PMPRB 


1 The revenues from royalties are included in calculating each company’s ratio, but are deducted, when appropriate, for the industry- 
wide aggregation to avoid double-counting. Federal and provincial government grants have been netted from the expenditures 
used to calculate the individual R&D-to-sales ratios but are included in the aggregate statistics. Differences between the list of 
firms filing data on prices and those filing R&D data are due to differences in reporting practices between patentees and their 
affiliates or licencees as well as the fact that veterinary patentees are required to file information on R&D expenditures, but some 
are not required to report price and sales information each year. 

Member of Rx&D. This information has been added at the request of stakeholders and is based on published sources. 
, Formerly known as Nycomed Amersham Canada Ltd. 
These ratios have been verified with the companies. The largest part of their R&D expenditures was provided by non arms length 
companies. 
Formerly known as Crystaal Corporation, Division of Biovail Corporation International 
Formerly known as Pathogenesis Canada Ltd. 
Formerly known as Block Drug Company (Canada) Ltd. 
Formerly known as CIBA Vision Canada Inc. 
In 2000, Pfizer Animal Health Group was included with Pfizer Canada Inc. 
10 Formerly known as Warner-Lambert Canada Inc. (Parke-Davis) 
11 Formerly known as Mallinckrodt Medical Inc. 
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Table 1 1 | Current R&D Expenditures* by Type of Research, 2001 and 2000 


Type of Research 2001 2000 % Change in 
Expenditures 
2001-2000 
($ millions) (%) ($ millions) (%) 

Basic 163.1 16.1 159.1 17.8 225 
— Chemical 84.3 8.3 69.3 Ver 21.6 
— Biological 78.8 7.8 89.8 10.0 -12.2 
Applied 604.8 59.9 547.5R 61.3 AO 
— Manufacturing Process 79.5 7.9 66.38 7.4 ey 
— Pre Clinical Trial | 56:5 5.6 34.1 3.8 65.7 
— Pre Clinical Trial II 23.0 25 2135 2.4 8.0 
— Clinical Trial Phase | 23.2 2:3 17.8 2.0 30.3 
— Clinical Trial Phase II 96.2 95 85.8 9.6 1231 
— Clinical Trial Phase III 326.4 52,3 5224 36.0 1.3 
Other Qualifying R&D** 242.6 24.0 187.0 20.9 29.7 
Total*** 1,010.5 100.0 893.68 100.0** 13.1 


Source: PMPRB 


* Current expenditures exclude capital equipment and depreciation expenditures. 


Other qualifying R&D includes drug regulation submissions, bioavailability studies and Phase IV clinical trials. 
*** Columns may not equal totals due to rounding. 
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Table 1 ? | Current R&D Expenditures* by R&D Performer, 2001 and 2000 


R&D Performer 2001 2000 % Change in 
2001-2000 
($ millions) (%) ($ millions) 
Intramural 
— Patentees 54522 54.0 519.3R 


Extramural 
— Universities and Hospitals 159.6 15.8 144.6 
— Other Companies 227 2225 158.6 
— Others 78.2 7 AE 


Total 10105 100.0 893.68 
Source: PMPRB 


* Current expenditures exclude capital equipment and depreciation expenditures. 
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Table 1 3 | Total R&D Expenditures* by Source of Funds, 2001 and 2000 


Source of Funds 2001 % Change in 
2001-2000 


($ millions) (%) ($ millions) 
Company Funds 1,022.4 96.4 918.6R 112 


Federal/Provincial 22.4 Dan 5 ; 32220 
Governments 


Others 1533 1.4 129 : -14.5 
Total 1,060.1 100 0% 941.88 V6 


Source: PMPRB 


* Total expenditures include capital equipment and allowable depreciation. 
** Columns may not add up due to rounding. 
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Table i 4 | Current R&D Expenditures* by Location, 2001 and 2000 


Location of R&D 2001 % Change in 
2001-2000 


($ millions) (%) ($ millions) (%) 

Atlantic Provinces 72007 2:0 Zou 2,6 4.4 
Québec 423.2 41.9 372.1 41.6 l 37 
Ontario 427.2 42.3 394.4R 44.1 8.3 
Western Provinces 135% 152 102.0 11.4 30.9 
Territories 0.4 0.0 0.012 0.0 3237 
Total 1,010.5 100.0 893.6 100.0** 154 
Source: PMPRB 


* 


Current expenditures exclude capital equipment and depreciation expenditures. 
** Columns may not add up due to rounding. 
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Table 1 5 | Current R&D Expenditures by Province and by R&D Performer, 2001 


Province . R&D Performer Percentage of 
Expenditures 
Other 
Patentees Companies University Hospitals Others Total Rx&D 
Newfoundland $(000) 1,236.80 1,111.40 — 1,065.10 446.71 883.64 4,743.66 4,019.01 0.47 
| % 26.07 23.43 22.45 9.42 18.63 100.00 0.45 
Prince Edward  $(000) 0.00 290.15 50.75 0.70 68.28 415.88 366.13 0.04 
à Island % 0.00 71:21 12.20 0.17 16.42 100.00 0.04 
Nova Scotia $(000) = 3,067.29 1,408.80 7,067.68 1,448.11 17475532 116,323.26 1.70 
À % 17.86 : 8.20 41.15 8.43 100.00 1.86 
New Brunswick $(000) 954.57 5. 30 131.00 696.15 1,176.57 5923.59 3,095.88 0.39 
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Since 1987 


Depuis 


Mission and Values of the PMPRB 


The PMPRB protects consumers and con- 
tributes to Canadian health care by ensuring 
that prices charged by manufacturers for 
patented medicines are not excessive. 


The PMPRB achieves this by: 


promoting voluntary compliance with 
Guidelines established by the Board 


reviewing prices and taking remedial 
action when necessary 


analyzing and reporting to Canadians 
on price trends of all medicines and on 
research and development conducted 
by patentees 


consulting with interested parties on 
Guidelines and other matters of policy 


fostering awareness of the Board's 
mandate, activities and achievements 
through communication, dissemination 
of information and public education. 


In fulfilling the mission we are committed 
to innovative leadership based on the 
following values: 


effectiveness and efficiency 
fairness 

integrity 

mutual respect 
transparency of process 


a supportive and challenging work 
environment. 


To obtain our publications, log on to our website: www.pmprb-cepmb.gc.ca 


or call us at our toll-free number: 1 877 861-2350. 


The Patented Medicine Prices Review Board 
Standard Life Centre 

Box L40 

333 Laurier Avenue West 

Suite 1400 

Ottawa, Ontario 

K1P 1C1 


Telephone: (613) 952-7360 
Facsimile: (613) 952-7626 
TTY: (613) 957-4373 


All PMPRB publications are available in both official languages. 
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MANDATE 


The PMPRB is an independent quasi-judicial body created 
by Parliament in 1987 under the Patent Act. The 


-PMPRB protects consumer interests and contributes to 


Canadian health care by ensuring that prices charged 
by manufacturers of patented medicines are not 


excessive. 


The PMPRB reports to Parliament through the Minister 
of Health. The Annual Report, which covers each 
calendar year, includes a review of the PMPRB’s major 
activities, analyses of the prices of patented medicines 
and of the price trends of all drugs, and reports on the 
R&D expenditures as reported by patent-holding drug 


manufacturers. 


May 30, 2003 


The Honourable Anne McLellan, P.C., Q.C., M.P. 
_ Minister of Health 
House of Commons 
Ottawa, Ontario 
K1A 0A6 


Dear Minister: 


| have the honour to present to you, in accordance with 
sections 89 and 100 of the Patent Act, the Annual Report 
of the Patented Medicine Prices Review Board for the year 


ended December 31, 2002. 


Yours very truly, 


Penns, 


Chairperson 


Patented Medicine Prices Review Board 
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In 2002, the Patented Medicine Prices Review 
Board formally marked its 15th anniversary by 
hosting a Symposium that brought together 
Canadian and international 
representatives of the 
health care, academic, 
pharmaceutical and public 
sectors along with con- 
sumers and seniors. This 
unique forum provided an 
opportunity to share infor- 
mation on a wide range of 
issues related to drug 
prices, from approaches 
used in other countries to 
assess the value of new 
drugs, to the work of the Commission on the 
Future of Health Care in Canada, chaired by Roy 
Romanow. 


Events such as the 2002 PMPRB Symposium also 
served as a timely reminder of the fact that 
health care remains at the forefront of public 
policy issues. For Canadians, no issue is more 
important. This preoccupation was reflected in 
the September 2002 Speech from the Throne in 
which the Government of Canada committed to 
action in a number of key areas including speeding 
up the regulatory process for drug approvals. 
More recently, in February 2003, the First 
Ministers renewed their commitment through 
the Health Accord, to work in partnership with 
each other, with providers, and with Canadians 
in shaping the future of our public health care 
system and ensuring its sustainability. 


In late 2002, building on provincial reports of 


_ the last several years, the Romanow Commission 


and the Senate Standing Committee on Social 
Affairs, Science and Technology, chaired by 
Senator Michael Kirby, released their respective 
reports and presented their recommendations 
addressing Canadians’ concerns about the uni- 
versality and sustainability of our health care 
system. Of particular interest, from the perspective 
of the PMPRB, were suggestions by the 
Romanow Commission for a continued and 
somewhat expanded role of the current price 
review system and for the provision of more 
comprehensive analysis on pharmaceuticals to 
better assist decision makers. These proposals 
build on the current mandate of the PMPRB, 
both in its regulatory responsibilities and its 
reporting role. We subsequently indicated to the 
Minister of Health our willingness to collaborate 
with Health Canada in studying these recom- 
mendations. At the same time, we will continue 
to work to fulfill our mandate, including the 
review and application of the Price Guidelines 
for patented medicines, and the implementation 
of the new National Prescription Drug Utilization 
Information System (NPDUIS). 


Along with the NPDUIS, a second important ini- 
tiative announced by Ministers of Health in 
September 2001 was the Common Drug Review 
(CDR) involving participating federal, provincial 
and territorial drug plans. The CDR is designed 
to ensure a consistent and rigorous approach to 
drug reviews across Canada by replacing multiple 
review and recommendation processes for new 
drugs with one common approach. In this context, 
the PMPRB is working to better co-ordinate the 
timing of its price review process with other 
management programs such as the CDR and 
formulary listings. These efforts are necessary to 
enable the PMPRB to respond to speedier drug 
approvals by Health Canada. 
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Once again, in 2002, we were reminded of the 
increasingly important role played by drugs in 
Canada’s health care system. Total sales by man- 
ufacturers of pharmaceuticals for human use in 
Canada are estimated at $13.1 billion in 2002. 
This represents an increase of 13.9 % over 2001 
sales. The share of patented drugs within total 
drug sales rose from 65.0% in 2001 to 67.4% in 
2002. Total sales of patented drugs, as reported 
by patentees, reached $8.8 billion in 2002, an 
increase of 17.3 % over the previous year. 


While continuing to pursue our regulatory 
and reporting responsibilities in 2002, we also 
maintained a strong focus on consultation 
and transparency. Key examples included the 
release of our Environmental Scan, which served 
as a basis for developing the program of the 
PMPRB Symposium 2002 and our Research 
Agenda. In the past year, we also began reporting 
the results of reviews of new patented drugs by 
Board Staff, conducted for purposes of applying 
the Price Guidelines. 


The Working Group on Price Review Issues made 
further important contributions in the past year 
with the submission of its final report. It reinforced 
the importance of our timelines project in the 
context of our price review process and helped 
focus our attention on the need to continue to 
examine approaches to assess the value of new 
drug products. | wish to take this opportunity to 
thank the members of the Working Group for 
their contribution over the past three years. 


At the same time, we outlined a number of key 
areas in our Research Agenda for the coming 
year, including the Price Guidelines for break- 
through drugs, International Price Comparison 
guidelines, and the analysis of expenditures by 
publicly funded drug plans. 


The celebration of our 15th anniversary and the 
hosting of the PMPRB Symposium 2002 provided 
further opportunities to consult with and 


Among our regulatory activities in 2002, the 
Board issued a Notice of Hearing into the price of 
Remicade, a drug product used in the treatment 
of Crohn’s disease and rheumatoid arthritis. In 
the course of the proceeding, the Board received 
a joint submission by Board Staff and Schering 
Canada Inc. to consider a Voluntary Compliance 
Undertaking by Schering to lower the price of 
Remicade bringing it within the Price Guidelines. 
In the public interest, the Board accepted the 
VCU in April 2003 and the matter was concluded. 


As for the Board’s reporting functions, highlights 
included the publication of several studies such 
as the Foreign Price Trends for Patented Medicines 
and the Comparison of R&D Spending in Canada 
and Selected Countries by the brand name phar- 
maceutical industry. This latter study showed 
that total R&D spending in Canada has 
increased by 51% from $625 million in 1995 to 
$945 million in 2000. However, despite this 
growth, Canada still ranks behind comparator 
countries in the ratio of R&D spending to domes- 
tic sales — well below that of the United 
Kingdom and the United States. 


Another noteworthy event of the past year was 
the announcement by the Minister of Health on 
October 3, 2002, of the appointment of 
Thomas E. (Tim) Armstrong to the PMPRB. A 
Toronto lawyer with a distinguished career as a 
public servant, Tim is a valued and welcome 
new Board member. 


The activities and events of 2002 reflect the further 
evolution of the role of the PMPRB. We are com- 
mitted to working with other organizations and 
levels of government to support and improve 
Canada’s health care system. In this increasingly 
integrated and interconnected environment, 
we will continue to pursue a collaborative 
approach based on the goal of serving the 
health care needs of all Canadians. 


engage many of our stakeholders, and to foste 
a better understanding of our respective issues | Shree . 


and perspectives. 


Robert G. Elgie 
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SALES 


e Total sales of all drugs for human use by manufacturers in Canada increased 13.9% from 
2001 to $13.1 billion. 


+ Sales of patented drugs increased by 17.3% to $8.8 billion in 2002. Patented drugs now 
account for 67.4% of total sales, up from 45.0% in 1996. 


COMPLIANCE 


e In total, there were 94 new patented drug products (DINs) introduced in 2002, including 24 new 

active substances. As of March 31, 2003, 60 DINs had been reviewed. Of those, 46 were 
priced within the Guidelines and 14 were priced at levels which appeared to be outside the 
Guidelines and investigations were commenced. 


PHARMACEUTICAL TRENDS 


e The manufacturers’ prices of patented drugs, as measured by the Patented Medicine Price Index 
(PMPI), fell by 1.2% in 2002. This result continues the pattern of declines and near-negligible 
increases in the PMPI that began in 1993. 


Since the mid-1990s Canadian prices for patented drugs had remained between 5% to 12% 
below the median of foreign prices. In 2002, the prices of patented medicines in the 
Canadian market were about 1% higher than the median of foreign prices in the seven countries 
used for price comparison purposes — lower than prices in the U.K., Switzerland and the U.S. 
and higher than those in Italy, France, Sweden and Germany. As in previous years, U.S. prices 
appear to be substantially higher than prices in Europe and Canada. 


RESEARCH AND DEVELOPMENT 


e Patentees reported total R&D expenditures of $1.18 billion in 2002, an increase of 11.6% 
over 2001. The R&D-to-sales ratio remained at 9.9%, unchanged from 2001 for all patentees, 
while the R&D-to-sales ratio for members of Rx&D declined from 10.6% in 2001 to 10.0%. 


Expenditures on basic research increased by 21.8% in 2002 to reach $198.6 million, and its 
share of total R&D increased to 17.6% from 16.1% in 2001. 
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Mandate and Jurisdiction 


MANDATE 


The PMPRB is an independent quasi-judicial 
body created by Parliament in 1987 under the 
Patent Act. The PMPRB protects consumer interests 
and contributes to Canadian health care by 
ensuring that prices charged by manufacturers 
of patented medicines are not excessive. 


The PMPRB reports to Parliament through the 
Minister of Health. The Annual Report, which 
covers each calendar year, includes a review of 
the PMPRB’s major activities, analyses of the 
prices of patented medicines and of the price 
trends of all drugs, and reports on the R&D 
expenditures as reported by patent-holding 
drug manufacturers. 


JURISDICTION 


The PMPRB is responsible for regulating the 
prices that patentees charge for prescription and 
non-prescription patented drugs sold in Canada 
for human and veterinary use to ensure that 
they are not excessive. If, after a public hearing, 
the Board finds that a price is excessive it may 
order the patentee to reduce the price and take 
measures to offset any excess revenues it may 
have received. The PMPRB reviews the “factory- 
gate” price at which the manufacturer sells the 
product to wholesalers, hospitals and pharmacies. 
The PMPRB’s jurisdiction includes patented 
medicines marketed or distributed under volun- 
tary licences. The PMPRB has no authority to 
regulate the prices of non-patented drugs, 
including generic drugs sold under compulsory 
licences, and does not have jurisdiction over 
prices charged by wholesalers or retailers nor 
over pharmacists’ professional fees. 


In Canada, Health Canada assesses new medicines 
to ensure that they conform with the Food and 
Drugs Act and Regulations. Formal authorization 
to market or distribute a medicine is granted 
through a Notice of Compliance (NOC). A med- 
icine may be temporarily distributed with 
specified restrictions before receiving a NOC, as 
an Investigational New Drug or under the 
Special Access Program. 


The PMPRB regulates the price of each patented 
drug product, including each strength of each 
dosage form of a patented medicine. This is 
normally the level at which Health Canada 
assigns a Drug Identification Number (DIN). 
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Figure 1 


Manufacturers’ 
Sales of Patented 
and Non-Patented 
Drugs, 1990-2002 


SALES OF DRUGS IN CANADA 


As reported in the following chapter, total sales by 
all manufacturers of pharmaceuticals for human 
use in Canada are estimated at $13.1 billion 
in 2002, an increase of 13.9% over sales in 
2001. Patentees reported sales of patented med- 
icines of $8.8 billion, an increase of 17.3% over 
2001. For more information, please see Trends in 
Manufacturers’ Sales of Drugs in Canada and 
Other Countries, on page 18. 


Figure 1 shows the growth in annual sales of 
patented and non-patented drugs from 1990 to 
2002. Non-patented drugs include non-patented 
brand name drugs and generic drugs. 
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COMPLIANCE AND EXCESSIVE 
PRICE GUIDELINES 


Under the Patented Medicines Regulations 
(Regulations), patentees are required to report 
information on the introductory prices and sales 
of new patented medicines within 60 days of the 
date of first sale and to continue to file detailed 
information on prices and sales of each patented 
drug for the first and last six-month period of 
each year for as long as the drug remains patented. 
The PMPRB reviews the pricing information for 
all patented medicines sold in Canada on an 
ongoing basis to ensure that the prices charged 
by patentees comply with the Price Guidelines 
established by the Board. The Guidelines are 


published in the PMPRB's Compendium of 
Guidelines, Policies and Procedures (Compendium) 
and are available on the website under 
Legislation, Regulations, Guidelines, or by calling 
our toll-free number: 1-877-861-2350. 


PRICE GUIDELINES 


The Guidelines are based on the price determi- 
nation factors in section 85 of the Patent Act (Act) 
and have been developed in consultation with 
stakeholders, including the provincial and territorial 
ministers of health, consumer groups and the 
pharmaceutical industry. In summary, the 
Guidelines provide that: 


e prices for most new patented drugs are limited 
such that the cost of therapy for the new 
drug does not exceed the highest cost of 
therapy for existing drugs used to treat the 
same disease in Canada; 


e prices of breakthrough patented drugs and 
those which bring a substantial improvement 
are generally limited to the median of the 
prices charged for the same drug in other 
industrialized countries listed in the Regulations 
(France, Germany, Italy, Sweden, Switzerland, 
U.K. and U.S.); 


e price increases for existing patented medicines 
are limited to changes in the Consumer Price 
Index (CPI); and 


e the price of a patented drug in Canada may, 
at no time, exceed the highest price for the 
same drug in the foreign countries listed in 

the Regulations. 


Board Staff reviews the prices of all patented 
medicines sold in Canada. When it finds that the 
price of a patented drug product appears to 
exceed the Guidelines, and the circumstances 
meet the criteria for commencing an investiga- 
tion, Board Staff will conduct an investigation to 
determine the facts. Additional information on 
the criteria for commencing an investigation is 
available in Annex 1 on page 45. An investigation 
could result in: 
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e its closure where it is concluded that the 
price was within the Guidelines; 


+ a Voluntary Compliance Undertaking (VCU) 
by the manufacturer to reduce the price 
and take other measures to comply with the 
Guidelines; or 


¢ a public hearing to determine if the price is 
excessive and to make a remedial order. 


As part of the PMPRB’s transparency initiative, 
beginning in 2001, the list of New Patented 
Medicines Reported to the PMPRB is posted on 
the PMPRB website every month. This list 
includes information on the status of the review 
(i.e., under review, within Guidelines, VCU, 
notice of hearing). Drug products “under 
review” also include drugs which are subject to 
an investigation. 


New ACTIVE SUBSTANCES IN 2002 


Health Canada reported 24 New Active 
Substances (NASs) in 2002 but not all were 
introduced to the market in that year.1 The 
PMPRB’s list of patented NASs in any year may 
differ from the list of NASs approved by Health 
Canada’s Therapeutic Products Directorate 
(TPD) for the following reasons: 


e the NAS is not patented and therefore not 
subject to the PMPRB’s jurisdiction; 


e the NAS may not be on the TPD list because 
it is being sold under the Special Access 
Program (SAP) before it receives a Notice of 
Compliance (NOC); or 


e the NAS may have been approved, but is not 
being sold. 


As shown in Table 1 on page 12, and Figure 2, 
ten of the 24 patented NASs that came under 
the PMPRB’s jurisdiction were sold prior to 2002. 


Number of NASs 


Figure 2 


New Active 
25 Substances 
1998-2002 


# Patented at time of 
introduction 


Bl Marketed prior 
to first patent 


1998 1999 2000 2001 2002 


Source: PMPRB 


A New Active Substance may include more than 
one DIN if it is sold in more than one strength or 
dosage form. The 24 NASs listed for 2002 were 
marketed as 34 presentations (DINs). Figure 3 
provides a breakdown of the patented new 
active substances for human use, by category 
assigned for price review purposes, over the five- 
year period 1998 through 2002 inclusive. 


Figure 3 


Number of NASs 


ee New Active 
Substances by 
Category 
1998-2002 


HB Not categorized as of 
March 31, 2003 


BB Category 3 


BB Category 2 


1998 1999 2000 2001 2002 


Source: PMPRB 


In 1999, there were two medicines classified as category 2. One was the medicine Rebetron, 
which was not a new active substance as it is a combination of two existing medicines 
(interferon + ribavirin). The second category 2 medicine was Herceptin, a NAS, as reported 
in the 2000 Annual Report. 


1 Annual Drug Submission Performance Report, January-December 2002, Therapeutic Products Directorate, Health Canada 


at http://www.hc-sc.gc.ca/hpfb-dqpsa/tpd-dpt. 
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Table 1 New Patented Medicines in 2002 (Human) — New Active Substances 


New Active Substances Introduced in 2002 


Brand Name 


Aerius 


Aranesp 
HSA Free 


Arixtra 


MabCampath 


Elitek 
Kineret 
Novorapid 
Orgalutran 
Pariet 
Spiriva 
Starlix 
Tracleer 


Valcyte 


Xatral 


Chemical Name 
desloratadine 


darbepoetin alfa 


fondaparinux sodium 
alemtuzumab 
rasburicase 

anakinra 

insulin aspart 
ganirelix acetate 
rabeprazole sodium 
tiotropium bromide 
nateglinide 

bosentan 


valganciclovir 
hydrochloride 


alfuzosin hydrochloride 


Company 
Schering Canada Inc. 


Amgen Canada Inc. 


‘Organon Sanofi-Synthélabo Canada 


Berlex Canada Inc. 

Sanofi-Synthélabo Canada Inc. 
Amgen Canada Inc. 

Novo Nordisk Canada Inc. 

Organon Canada Ltd. 

Janssen-Ortho Inc. 

Boehringer Ingelheim (Canada) Ltd. 
Novartis Pharmaceuticals Canada Inc. 
Actelion Pharmaceuticals Canada Inc. 


Hoffmann-La Roche Limited 


Sanofi-Synthélabo Canada Inc. 


New Active Substances Introduced in 20022 


Brand Name 


Alphagan 


Cancidas 
Gleevec 


Infergen 


Integrilin 


Lovenox 


Pulmozyme 


Tamiflu 


‘Travatan 


Zenapax 


Chemical Name 


Brimonidine 
tartrate 


caspofungin acetate 
imatinib mesylate 
interferon alfacon-1 
eptifibatide 


Enoxaparin 
sodium 


dornase alfa 
oseltamivir phosphate 
travoprost 


daclizumab 


Company 
Allergan Inc. 


Merck Frosst Canada Ltd. 

Novartis Pharmaceuticals Canada Inc. 
Intermune Inc. 

Schering Canada Inc. 


Aventis Pharma Inc. 


Hoffmann-La Roche Limited 
Hoffmann-La Roche Limited 
Alcon Canada Inc. 


Hoffmann-La Roche Limited 


1 
1 
1 
1 
1 
1 
2 
1 
a 
fe 
1 


ATC Class 
RO6AX27 


BO3XA02 


BOTAXOS 
LO1XCO4 
VO3AFO7 
LO4AA14 
ATOABOS 
HO1CCO1 
A02BC04 
RO3BB04 
A10BX03 
CO2KX01 
JOSAB14 


G04CA01 


ATC Class 
S01EA05 


J02AX04 

LO1XX28 
LO3AB09 
BOTAC16 
BOTABOS 


ROSCB13 


_JOSAHO2 


SO1EX06 
LO4AA08 


2 These drugs, which were on the market before 2002, came under the PMPRB’s jurisdiction in 2002 with the issuance 
of a patent. 
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The Human Drug Advisory Panel (HDAP)3 
recommended that two new patented medicines 
(two DINs) should be classified as category 2 
new medicines in 2002: 


¢ MabCampath (alemtuzumab, Berlex Canada 
Inc.), indicated for the treatment of B-cell 
chronic lymphocytic leukemia; and 


e Gleevec (imatinib mesylate, Novartis 
Pharmaceuticals Canada Inc.), indicated for the 
treatment of chronic myeloid leukemia (CML). 


The summary reports for MabCampath and 
Gleevec are available on the PMPRB’s website 
under Other Publications; Patented Medicines. 


The following updates have been made to infor- 
mation provided in Figure 4 in the 2001 Annual 
Report: 


e The 2001 information has been updated to 
include Remicade (infliximab, Schering 
Canada Inc. - category 2) and Definity (per- 
flutren, Bristol-Myers Squibb Pharmaceutical 
Group - category 3), the two new active sub- 
stances that were reported as not categorized 
in the 2001 Annual Report. 


e The 2000 information has been revised with 
respect to Thyrogen (thyrotropin alfa, 
Genzyme Canada Inc.). This drug product 
was first sold in 2000 with a Notice of 
Compliance still pending, and was at that 
time reported as a category 3 drug. When 
the NOC was granted in 2002, it was 
referred to the Human Drug Advisory Panel 
(HDAP). The HDAP recommended that it be 
categorized as a category 2 new medicine. 


e The 2000 information has also been revised to 
include two other drug products categorized 
as a category 2 drug products: Octreoscan 
(in-111 penetreotide, Bristol-Myers Squibb 
Pharmaceutical Group) and Botox (botulinum 
toxin type A, Allergan Inc.). The patent for 
Octreoscan was issued in 2000, but it was 
first sold in 1996. The patentee at that time, 
Mallinckrodt Medical Inc., advised the Board of 
this drug product in 2000. In 2001, there were 


preliminary discussions with Mallinckrodt 
and there was a change in patentee followed 
by a merger. The HDAP recommended a 
category 2 for Octreoscan and the review 
was completed in 2002. 


The patent for Botox was issued in 2000, but 
it was first sold in 1990. The patentee did not 
advise the Board of the existence of this 
patent until 2001. The HDAP recommended 
that Botox be reviewed as a category 2 drug 
and the review was completed in 2002. 


e The 1998 information has been revised to 
include Rituxan (rituximab, Hoffmann-La 
Roche Canada Ltd.). The HDAP recommended 
a category 2 for Rituxan. This drug product 
was first sold in 1998. The patentee had 
reported this drug as patent pending, but it 
was determined in 2002 that a relevant 
patent had been issued in 1995. 


New PATENTED DRUG PRODUCTS IN 
2002 


There were 94 new patented drug products 
(DINs) for human use introduced in 2002. The 
94 DINs represent 64 medicines. Some are one 
or more strengths of a NAS and others are new 
presentations of existing medicines. 


For purposes of our price review, any patented 
drug product introduced on the market in 
Canada, or previously marketed but first patented, 
between December 1, 2001 and November 30, 
2002, is considered a new patented drug product 
in 2002.4 


Nineteen (20.2%) of the 94 new patented DINs 
were being sold in Canada prior to 2002 when 
the issuance of a Canadian patent brought them 
under the PMPRB’s jurisdiction. These DINs are 
denoted by a “FPG” (first patent granted) in 
Annex 2 on page 46. Table 2 identifies the number 
of patented drug products by the year in which 
they were first sold. The time delay between 
date of first sale and date of patent grant for 
these products ranged from several months to 
nine years. 


3 The Human Drug Advisory Panel is comprised of three independent scientific experts and provides recommendations 
for the categorization of new drug products and the selection of comparable drug products. 


4 Because of the timing of the filing requirements under the Patented Medicines Regulations and the manner of calculating 
benchmark prices, drug products introduced or patented in December are considered to be new patented products in 


the following year. 


Annual Report 2002 _www.pmprb-cepmb.gc.ca 


13 


Table 2 New Patented Drug Products 
in 2002 by Year First Sold 


Human 
Year First Sold 
Total 
2002 
2001 
2000 
1999 
1998 
eve 
1994 
1993 


Price Review of New Patented Drugs for 
Human Use 


A list of the 94 new patented drug products and 


their price review status as of March 31, 2003 
appears in Annex 2 on page 46. Of the 94 new 
patented DINs, the prices of 60 had been 
reviewed. Of those, 46 were found to be within 
the Guidelines and 14 were priced at levels 
which appeared to be outside the Guidelines 
and investigations were commenced. Of the 14, 
two were closed as the prices were within the 
Guidelines and 12 were ongoing at the end of 
the fiscal year. For a more detailed explanation 
of the criteria for commencing an investigation, 
please refer to Annex 1 on page 45. 


Price Review of Existing Patented Drug 
Products for Human Use 


For the purpose of this report, existing medicines 
include all patented drug products that were 
introduced prior to December .1, 2001. The 
PMPRB’s Guidelines limit the price changes for 
existing patented drugs to changes in the 
Consumer Price Index (CPI). In addition, the 
price of a patented drug cannot exceed the 
highest price of the same drug product in the 
countries listed in the Regulations (France, 
Germany, Italy, Sweden, Switzerland, U.K. and U.S.) 


A total of 933 existing patented drug products 
(DINs) for human use were sold during 2002. There 
were 57 investigations under way at the begin- 
ning of the year and during 2002 investigations 
were opened on 13 existing patented drug 
products (DINs) that were found to be outside 
the Guidelines. Of the total of these investigations, 
15 were closed as the prices were found to be 
within the Guidelines, leaving 55 investigations 
into existing drugs at the end of the year. 


At the time of this report: 


e the prices of 827 DINs (88.6%) were within 
the Guidelines; 


e 55 DINs were the subject of investigations 
commenced as a result of pricing in earlier 
periods; 


e 3DINs, all pertaining to Nicoderm, were the 
subject of a hearing under section 83 (see 
Quasi-Judicial Activities on page 16); and 


e 48 DINs were still under review. 


A summary of the review, compliance and inves- 
tigation status, as of March 31, 2003, of the new 
and existing patented drug products for human 
use in 2002 is provided in Table 3. 


Table 3 Patented Drug Products for 
Human Use Sold in 2002 — 
Status of Price Review as of 
March 31, 2003 


New Drugs Existing Total 
Introduced Drugs 
in 2002 


Total 94 933 
Within Guidelines 48 
Under Review 34 8. 82 


1027 


Under Investigation 12 


Notice of Hearing 
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UPDATE OF THE 2001 ANNUAL REPORT 


In last year’s Annual Report, it was reported that 
of the 985 patented drug products for human 
use sold in 2001, the prices of 52 were still under 
review. The results of those reviews concluded 
that 21 had been within the Guidelines, nine 
DINs were priced at levels that appeared to 
exceed the Guidelines and therefore investiga- 
tions were opened, 21 are still under review and 
included in Table 3 and one was already an 
investigation. 


In its 2001 Report, the Board had also reported 
that 57 DINs were under investigation. Of those, 
12 investigations have been concluded: in 10 cases, 
the prices were ultimately found to be within the 
Guidelines. Two cases, Remicade and Differin 
Pledget, were concluded as a result of Voluntary 
Compliance Undertakings (see Voluntary 
Compliance Undertakings on this page and Quasi- 
Judicial Activities on page 16). 


Patented Drugs for Veterinary Use 


In March 1999, the PMPRB implemented, on a 
three-year trial basis, a complaints-driven 
process as an alternative means of reviewing the 
prices of patented veterinary medicines. 


There were a total of 91 patented drug products 
for veterinary use in 2002. Of those, two were 
introduced in 2002. In last year’s Annual Report it 
was reported that 13 were under review. Two of 
those have been found to be within the Guidelines 
and the remaining 11, plus the 2 introduced in 
2002 are still under review. The summary 
reports of the price review of those two drug 
products (Fucithalmic Vet and lvomec Eprinex 
Pour-On) are available on the PMPRB’s website 
under Other Publications; Patented Medicines; 
Reports on New Patented Drugs for Veterinary Use. 


The PMPRB’s Research Agenda projects the 
Board’s response to its evaluation of the com- 
plaints-driven process for patented veterinary 
medicines in 2003-2004. 


VOLUNTARY COMPLIANCE 
UNDERTAKINGS 


Under the Compliance and Enforcement Policy, 
patentees are given an opportunity to make a 
Voluntary Compliance Undertaking (VCU) when 
Board Staff conclude, following an investigation, 
that a price appears to have exceeded the 
Board’s Price Guidelines. Approval of a VCU by 
the Chairperson is an alternative to the com- 
mencement of formal proceedings through the 
issuance of a Notice of Hearing. Under the 
Board’s Compliance and Enforcement Policy, a 
VCU can also be submitted following the 
issuance of a Notice of Hearing. A VCU submitted 
at this point must be approved by the Board. 


In 2002, the Chairperson approved a VCU from 
Galderma Canada Inc. for the patented medicine 
Differin Pledget. In 2003 prior to the release of 
this Annual Report, the Chairperson also 
approved a VCU from Pharmacia Canada Inc. for 
the patented medicine Aromasin. 


In addition, following the issuance of a Notice of 
Hearing on December 16, 2002, the Board 
approved a VCU by Schering Canada Inc. for the 


_ patented medicine Remicade on March 31, 2003. 


The full text on this matter appears in the Quasi- 
judicial Activities section of this Report, on page 16. 


Under the Patent Act, the Board has no authority 
to order that funds paid to the Government of 
Canada to offset excess revenues be used for 
certain purposes. Pursuant to section 103 of the 
Act however, the Minister of Health may enter 
into agreements with her provincial and territorial 
counterparts regarding the distribution of funds 
collected in respect of a VCU as a result of orders 
made under the Act and VCUs. | 


DIFFERIN PLEDGET, 
GALDERMA CANADA INC. 


On September 16, 2002, the Chairperson 
approved a VCU from Galderma Canada Inc. to 
lower the price of Differin Pledget (adapalene). 


Differin Pledget is a patented medicine sold in 
Canada by Galderma and is used for the topical 
treatment of acne vulgaris. Differin Pledget 0.1% 
is supplied in a cream, gel and solution. Galderma 
began selling Differin Pledget on July 1, 2001 at 
a price of $0.7774 per ml. 
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Board Staff concluded that the price of Differin 
Pledget Solution exceeded the Maximum 
Non-Excessive (MNE) price of $0.5780 per ml 
by 34.5% with resulting excess revenues of 
$17,575.12 during the introductory period 
July 1, 2001 to December 31, 2001. 


The terms and conditions of the VCU were 
agreed to between Board Staff and the patentee. 
Having considered the evidence, the Chairperson 
approved the VCU submitted by Galderma. 
Under the terms of the VCU, Galderma reduced 
the average selling price in order that it not 
exceed the Guidelines and offset the excess 
revenues by making a payment of $17,575 to 
the Government of Canada. 


AROMASIN, PHARMACIA CANADA INC. 


On April 26, 2003, the Chairperson approved a 
VCU from Pharmacia Canada Inc. (Pharmacia) 
for the drug product Aromasin (exemestane). 


Aromasin is a selective steroidal aromatase 
inhibitor indicated for the treatment of 
advanced breast cancer in women with natural or 
artificially induced postmenopausal status whose 
disease has progressed following antiestrogen 
therapy. Pharmacia began selling Aromasin on 
August 17, 2000 at a price of $5.7243. 


Board Staff concluded that the introductory price 
of Aromasin exceeded the Maximum Non- 
Excessive price (MNE) of $4.95 and commenced an 
investigation. During the course of the investi- 
gation, Pharmacia lowered the list price of 
Aromasin to $4.95 per tablet effective April 1, 2002, 
and provided public notification of this price 
reduction. 


The price review results for 2002 showed that 
the average selling price of Aromasin of $4.9174 
per tablet was lower than the CPl-adjusted price 
of $5.1826 per tablet by 5.2%. As a result, 
Pharmacia has offset the cumulative amount of 
revenues in excess of the Guidelines received in 
previous years. 


The terms and conditions of the VCU were 
agreed to between Board Staff and the patentee. 
Under the terms of the VCU, Pharmacia has 
undertaken to ensure that the average selling 
price of Aromasin 25 mg tablet will continue to 
be within the Board’s Guidelines as long as it is 
under the jurisdiction of the PMPRB. Having 
considered the evidence, the Chairperson 
approved the VCU. 


The prices of Differin Pledget and Aromasin will 
remain under the Board's jurisdiction until the 
expiry of their respective patents. 


The VCUs are available on the PMPRB website 
under Other Publications; VCUs, ACRs, Hearings 
and Decisions of the Board. 


QUASI-JUDICIAL ACTIVITIES 


REMICADE, SCHERING CANADA INC. 


On December 16, 2002, the Chairperson of the 
Board issued a Notice of Hearing to consider 
whether under sections 83 and 85 of the Patent 
Act, the medicine Remicade had been, and is 
being, sold by Schering Canada Inc. (Schering) 
at prices exceeding the Guidelines. The matter was 
first reported in the January 2003 NEWSletter. 


Remicade is sold pursuant to a Notice of 
Compliance issued by Health Canada on June 6, 
2001 for the treatment of Crohn’s disease and to a 
Notice of Compliance issued on September 27, 
2001 for the treatment of rheumatoid arthritis. 


A pre-hearing conference was held in February 
2003 and the matter scheduled to be heard by the 
Board commencing on April 22. On March 18, 
Schering and Board Staff filed a joint submission 
proposing that the Board approve a Voluntary 
Compliance Undertaking (VCU) to resolve issues 
raised by the Notice of Hearing. 


The Board accepted the VCU agreed to by 
Schering and Board Staff, benefiting patients 
with an immediate price reduction of approxi- 
mately 20% and bringing the price of Remicade 
within the Board’s Price Guidelines. 
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The terms of the VCU require that the average 
transaction price of Remicade not exceed 
$909.51 per vial as of April 1, 2003, and for the 
balance of 2003. Under the Guidelines, future 
price increases for Remicade will be limited to 
increases in the Consumer Price Index (CPI). 
Also, to offset excess revenues from past sales of 
Remicade, Schering made a payment to the 
Government of Canada in the amount of 
approximately $7.8 million. 


The Board’s Order and relevant documents are 
available on the PMPRB website under Other 
Publications; VCUs, ACRs, Hearings and 
Decisions of the Board; Hearings; Remicade. 


NICODERM, HOECHST MARION ROUSSEL 
CANADA INC. 


On April 20, 1999, the Chairperson of the Board 
issued a Notice of Hearing to consider whether, 
under sections 83 and 85 of the Patent Act, 
Nicoderm is being, or has been, sold by Hoechst 
Marion Roussel Canada Inc. (HMRC) in Canada 
at a price that, in the opinion of the Board, is 
excessive and if so, what order, if any, should be 
made. The matter was first reported on page 32 
of the Annual Report for the year 2000. 


Following the issuance of the Board’s decisions, 
in 1999 and 2000 affirming its jurisdiction to 
conduct a hearing into the price of Nicoderm, 
HMRC commenced two judicial review applica- 
tions in the Federal Court of Canada seeking to 
set aside the Board’s decisions. 


As reported in last year’s Annual Report, Board 
Staff and the Board Hearing Panel applied to the 
Federal Court to participate in the proceedings. 
In December 2002, the Federal Court of Appeal 
dismissed their appeals and upheld a decision of 
a Prothonotary which allowed the Board to 
intervene on a limited basis. It is expected that 
HMRC’s applications for judicial review will be 
heard in 2003. 


Nicoderm is a transdermal nicotine patch, indi- 
cated as an aid for smoking cessation for the 
partial relief of nicotine withdrawal symptoms. 


The Hearing Panel’s decisions in this case are 
available on the PMPRB website under Other 
Publications; VCUs, ACRs, Hearings and Decisions 
of the Board; Hearings; Nicoderm. 
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Information on Key Pharmaceutical Trends 


TRENDS IN MANUFACTURERS’ 
SALES OF DRUGS IN CANADA 
AND OTHER COUNTRIES 


It is estimated that total sales by all manufactur- 
ers of pharmaceuticals for human use in Canada 
increased to $13.1 billion in 2002, up 13.9% 
over 2001.5 As shown in Table 4 on page 19, this 
increase was slightly smaller than the increase of 
15.0% in the previous year, but in line with 
annual increases above 10% since 1998. 


Non-patented medicines include products for 
which all patents have expired, those that are 
not yet or never will be patented, and generic 
copies. Non-patented drugs include drugs sold 
by brand name companies and generic drugs. 
Prior to 1996, sales of non-patented brand name 
drugs accounted for more than half of the total 
drug sales of patentees. That proportion has 
since declined steadily, reaching 22.1% in 2002. 
Figure 1, on page 10, shows the trends in sales 
since 1990 of all medicines, including patented 


drugs and non-patented drugs. 
According to the information filed by patentees 


with the PMPRB, their sales of patented drugs THE GLOBAL CONTEXT 
increased by 17.3% in 2002 to $8.8 billion. As 
a result, patented drugs represented 67.4% of 
total sales in 2002. The annual increases in sales 
of patented drugs have been greater than 
increases in the sales of all drugs since 1995. As 
shown in Table 4, until 1996 patented drugs 
accounted for approximately 41% to 45% of all 
drug sales, but their share of total sales has 
increased in every year since then. 


It has been reported that manufacturers’ sales of 
drugs for human use in the major world markets 
were $638.8 billion in the year ending October 
2002.6 As shown in Figure 4, pharmaceutical 
sales in Canada accounted for 2.6% of this 
amount. The U.S. market is the largest in the 
world, with more than twice the combined sales 
of Canada, France, Italy, Germany and the U.K. 


S Total sales by manufacturers are estimated by adding the total sales reported by patentees (for patented and non-patented 
medicines) and an estimate of generic sales in Canada. 


Patentees are required, under the Patented Medicines Regulations, to submit to the PMPRB information showing their 
annual total pharmaceutical sales for both patented and non-patented drugs in Canada. They reported sales of $11.5 billion 
for 2002. IMS Health publishes estimated sales of pharmaceuticals by individual firms. Generic sales are calculated by 
summing the sales of drug companies belonging to the Canadian Generic Pharmaceutical Association (CGPA). This cal- 
culation yields an estimate of $1.4 billion in 2002, up by 37.2% from 2001. This increase may reflect in part the inclusion 
of two companies (Pharmascience Inc. and Ratiopharm) not previously covered by the calculations. Excluding those 
two companies growth in sales would have been 9.7% in 2002. 


Beginning with the year 1999, the calculation of manufacturers’ sales of all drugs and patented drugs includes the sales 
of drug products for human use only. 


6 IMS Health’s Drug Monitor, October 2002 (www.imshealth.com). “Sales figures cover direct and indirect pharmaceutical 
channel purchases (pharmacies plus hospitals and mail order where indicated) from pharmaceutical wholesalers and 
manufacturers in 13 key international markets. Sales figures include prescription and certain over-the-counter data, and 
represent manufacturers’ prices. These 13 countries account for over two thirds of the world market.” The 13 countries 
include Argentina, Australia, Brazil, Canada, France, Germany, Italy, Japan, Mexico, New Zealand, Spain, the U.K. and 
the U.S. 
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Table 4 Manufacturers’ Sales of All Drugs and Patented Drugs for Human and Veterinary 
Use, 1990-1998; and Human Use 1999-2002 


Year Total Patented Patented Drugs as 
Percentage of Total 


Sales Change * Sales Change * 
($ billions) (%) ($ billions) (%) 


2002 13.1 13.9 8.8 hes 
2001 11.5 15.0 7.5 18.9 
2000 10.0 12.4 6.3 16.7 
1999** 8.9 16.8 5.4 27.0 
1998 7.8 11.4 43 18.9 
1997 7.0 7.0 3.7 22.6 
1996 6.6 10.0 3.0 12.8 
1995 6.0 1.7 2.6 10.8 
1994 5.9 9,3 2.4 -2.1 
1993 5.4 12.5 2.4 9.4 
1992 48 9.1 22 14.0 
1991 44 18.9 2.0 13.1 
1990 aa > 17 : 


Sources: PMPRB; IMS Health 
* Percentage changes reflect exact values of total sales and not rounded values. 


** The percentage change from 1998 of 16.8% for total drugs and 27.0% for patented drugs represents the 
change in sales of drugs for human use only. 


According to IMS Health, pharmaceutical sales 
in Canada have grown faster in recent years than Canada 2.6% 
other major markets. As shown in Figure 5, 
estimates published for the year ending 
October 2002 show that the growth in sales in 
Canada has exceeded that in the other countries. 
As shown in Figure 6, the year-over-year sales 
growth in Canada exceeded growth in the U.S., 
the U.K., Germany, Italy and France. 


Figure 4 


Share of 
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Annual Report 2002 _www.pmprb-cepmb.gc.ca 19 


Figure 5 | %change 


Year-over-Year 


Changes in | 16 — eo ee ee 
Pharmaceutical FR 
Sales, 2000-2002 oe 1 11 
io eee ee Pees 
se 
8 —= . 
Canada — A 
4 — 
Major Markets == = = 
Pe 
0 22, 
2000 2001 2002 
Source: IMS Health 
*|MS estimates may differ from the figures reported by the PMPRB. 
Figure 6 
Growth in 
Pharmaceutical 
Sales for 2002* 


Canada Major Germany France Italy U.K. U.S. 
Markets 


Source: IMS Health 


* Growth was calculated using constant Exchange Rate. 


Figure 7 


Pharmaceutical 
Sales to Gross 
Domestic Product, 
2002 
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Source: IMS Health; Organisation for Economic Cooperation and Development (OECD) 


20 Patented Medicine Prices Review Board 


The share of national income absorbed by 
spending on pharmaceuticals provides an indicator 
of drug expenditures in various countries. 
Pharmaceutical sales accounted for less than 1% of 
Gross Domestic Product (GDP) in most developed 
countries (Figure 7). The pharmaceutical sales- 
to-GDP ratio is considerably higher in the U.S. 
Although lower than the U.S. ratio, Canada’s 
ratio is slightly above the European countries in 
the sample. 
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TRENDS IN DRUG PRICES AND 
EXPENDITURES 


PRICES OF PATENTED DruGs IN 2002 


To monitor the trends in manufacturers’ prices 
of patented drugs, the PMPRB maintains the 
Patented Medicine Price Index (PMPI). The PMPI 
measures average year-over-year changes in the 
transaction prices of patented drug products 
sold in Canada based on the price and sales 
information reported by patentees.7 


As measured by the PMPI and as shown in Figure 8, 
manufacturers’ prices of patented drugs fell 
by 1.2% in 2002. This result continues the 


pattern of declines and near-negligible . 


increases in the PMPI that began in 1993. The 
price stability implied by the trends in the PMPI 
over the past decade is broadly based: small 
price decreases or increases of less than 1% were 
recorded for the great majority of patented 
drugs in 2002. It should be noted that the PMPI 
only measures year-over-year changes in the 
prices of patented drug products; it does not 
measure the effect on total drug sales or expen- 
ditures from the introduction of new drugs. 


PRICE TRENDS OF ALL DruGs — 
PATENTED AND NON-PATENTED 


The Patent Act provides that, among other price 
determination factors, the PMPRB shall consider 
changes in the Consumer Price Index (CPI) in 
determining whether the price of a patented 
medicine is excessive. Figure 9 shows that 
increases in the prices of patented drugs, as 
measured by the PMPI, have been less than 
increases in the CPI in almost every year since 1988, 
the sole exception being 1992.8 This pattern 
continued in 2002, with consumer prices increas- 
ing by 2.3% while the PMPI fell by 1.2%.9 


Percentage 


1988 1989 1990 1991 1992 1993 1994 1995 1996 1997 1998 1999 2000 2001 2002 
Source: PMPRB 


Percentage 


3 
1988 1992 


Sources: PMPRB and Statistics Canada 
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That increases in the PMPI have been less than 
CPI inflation is not surprising. This in fact reflects 
a structural feature of the PMPRB’s Price 
Guidelines, which are applied to patented drugs 
on a product-by-product basis. Among other 
things, the Guidelines limit price increases to the 
expected increase in the CPI over a three-year 
period. Naturally, in any such period, prices of 
some drug products will increase by less than 
the CPI or even decrease. To the extent this 
occurs, growth in the PMPI will tend to be less 
than CPI inflation. 


7 See the PMPRB’s A description of the Laspeyres methodology used to construct the Patented Medicine Price Index (PMPI), 
March 1997, revised June 2000, for a detailed explanation of the PMPI. Also see A Description of the Major Price Indexes 
for Pharmaceuticals, produced by Statistics Canada and the PMPRB, January 2001. As of the 1999 Annual Report, the 
PMPI includes only the changes in the prices of patented drug products for human use. 


8 To facilitate and encourage compliance by patentees, the PMPRB’s CPl-adjusted methodology uses the forecast rate of 
CPI inflation published by the Department of Finance. The forecast CPI inflation rate for 1992 had been 3.2%, but the 
actual rate was 1.5%. For a full explanation of the CPl-adjusted methodology please refer to Schedule 4 of the PMPRB’s 
Compendium of Guidelines, Policies and Procedures, available on our website under Legislation, Regulations, Guidelines. 


9 Statistics Canada, CANSIN, Series V 735319. 
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INDUSTRIAL PRODUCT PRICE INDEX 
(IPPI) 


Figure 9 also depicts the year-over-year changes 
in the pharmaceutical component of Statistics 
Canada's Industrial Product Price Index [IPPI 
(pharma)]. It is an index of manufacturers’ prices 
for all pharmaceutical products manufactured in 
Canada. It includes patented and non-patented 
drugs produced for domestic and export sale; it 
does not include finished pharmaceutical products 
that are imported and sold in Canada. The IPPI 
(pharma) rose by 4.0% in 2002, after having 
remained virtually unchanged from 1993 to 
2001.10 
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As illustrated by Figure 10, a distinct break in 
pharmaceutical price trends seems to have 
occurred in 1987. From 1988 to 2002 the IPPI 
(pharma) increased at an annual average rate of 
approximately 1.9%, exceeding the corresponding 
average PMPI increase of 0.6% but falling below 
the average CPI inflation rate of 2.5%. A much 
different situation prevailed between 1982 and 
1987: during this period prices of all drugs, as 
measured by the IPPI (pharma), rose at an annual 
average rate of 9.0%, exceeding the CPI inflation 
rate of 5.6%. 


PRICE TRENDS IN CANADA AND THE 
UNITED STATES 


Figure 11 compares annual changes in the phar- 
maceutical component of the U.S. Product Price 
Index [PPI (pharma)] to annual changes in the 
IPPI (pharma) before and after 1987. The U.S. PPI 
(pharma) measures price increases of all phar- 
maceuticals at the factory-gate.11 It is similar in 
construction to the Statistics Canada IPP! (pharma). 


Here again, a marked change in growth patterns 
occurred in 1987. Increases observed in the 
Canadian IPPI (pharma) outpaced the U.S. PPI 
(pharma) in all years up to 1987. From 1987 to 
2001, the growth in the Canadian IPPI (pharma) 
was considerably below the growth in the U.S. 
PPI (pharma), but this trend reversed in 2002. 
The increases in the PMPI, however have been 
well below the U.S. PPI (pharma) throughout 
the entire period. 


10 Statistics Canada, CANSIN, Series V 1576093. The PMPRB is following up with representatives of Statistics Canada to 
seek clarification of those factors which may explain the sharp increase in the IPPI (pharma) in 2002. 


11 U.S. Bureau of Labor Statistics, Producer Price Index — Commodities, Series ID: Wpu063. 
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RELATIONSHIP OF CANADIAN PRICES TO 
FOREIGN PRICES: PAST AND PRESENT 


The above results demonstrate how prices of 
drugs in Canada have changed over time. 
Another way of examining drug price trends is 
to examine trends in Canadian prices relative to 
those in other countries. 


In accordance with the Patent Act and the 
Patented Medicines Regulations, patentees are 
required to report all publicly available ex-factory 
prices for patented drugs in seven foreign countries: 
France, Germany, Italy, Sweden, Switzerland, the 
United Kingdom and the United States. This foreign 
price information is used for two purposes: 


¢ to conduct the International Price Comparison 
(IPC) tests specified in the Guidelines, and 


e to compare drug prices in Canada with other 
countries. 


Figure 12 shows the relationship between 
Canadian prices and the corresponding median 
price among the seven comparator countries 
over the period 1987 to 2002.12 Canadian prices 
were on average 23% higher than median inter- 
national prices in 1987. This ratio declined and 
remained relatively stable at levels 5% to 12% 
below the median prices from 1994 to 2001. In 
2002 prices in the Canadian market were 
about 1% higher than median foreign prices. 


Figure 13 shows the relationship between 
Canadian prices for patented drug products and 
prices in each of the seven comparator countries. 
In 1987 Canadian prices were, on average, 
below U.S. prices, but above those in all other 
countries. By the mid-1990s the situation had 
changed dramatically, with Canadian prices 
moving to the mid-range of the six European 
countries. This situation still obtained in 2002, 
with prices of patented drugs in Canada being 
on average somewhat lower than prices in the 
U.K., Switzerland and the U.S., but higher than 
those observed in France, Italy, Germany and 


Sweden. As in previous years, U.S. prices appear 
to be substantially higher than prices in both 
Europe and Canada.13 


There are several factors that could explain the 
change in relationship of Canadian to foreign 
prices for patented drugs and the PMPRB 
intends to investigate these factors over the 
coming year. Among other things, we will examine 
the impact of changes in the exchange rate, as 
well as examine the differences in price trends in 
domestic currencies from one country to another. 
Finally, we will investigate whether changes 
have occurred in the relationship of the prices of 
the new drugs at the time of introduction over 
the past few years. 
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12 This calculation is based on a revenue-weighted average of the ratio of the Canadian price to the median international 
price for each patented drug product reported in that year. The methodology used by the PMPRB in conducting foreign 
price comparisons can be found in the Compendium of Guidelines, Policies and Procedures and in two papers published 
with the Road Map for the Next Decade in 1998 entitled Trends in Patented Drug Prices and Verification of Foreign Patented 


Drug Prices. 


13 The pharmaceutical industry in the U.S. has argued that the publicly available prices in that country do not reflect actual 
prices because of confidential discounts and rebates. Effective January 2000, and following public consultation, the 
PMPRB implemented the policy of including prices listed in the U.S. Federal Supply Schedule (FSS), which is publicly 
available, in calculating the average U.S. price of patented drugs. 
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INCREASED EXPENDITURES ON DRUGS AT 
THE RETAIL LEVEL 


Despite the moderating influence of prices, total 
drug spending by Canadians has grown rapidly 
in recent years. In its latest reports, the Canadian 
Institute for Health Information (CIHI) has 
revised upward its previous estimates of the 
growth in retail drug expenditures in 2000 and 
2001.14 


According to CIHI, it is estimated that total 
spending on drugs grew by 11.6% in 2000 to 
$15.0 billion and 11.9% in 2001 to $16.8 billion. 
As a result, retail spending on drugs represented 
15.4% of total health spending in 2000 and 
15.9% in 2001. CIHI forecasts that drug expen- 
ditures increased by a further 7.7% in 2002 to 
$18.1 billion and 16.2% of total health costs. 


CIHI also reports that prescribed drugs account for 
an increasing share of total retail drug spending, 
from 70.3% in 1990 to a forecast 80.3% in 2002. 


Consumers often ask why changes in total drug 
expenditures usually exceed corresponding 
changes in drug prices.15 One factor is differ- 
ences in relevant price concepts. While the 
PMPRB reports average changes in prices at the 
manufacturers’ level, total drug expenditures 


reflect changes in the prices at the retail level. 
These prices include wholesale and retail mark-ups, 
as well as pharmacists’ professional fees. 
Statistics Canada measures changes in retail 
prices of prescription drugs with the Consumer 
Price Index for prescribed medicines, CPI (Rx). 
Figure 14 shows prices of prescription medicines 
at the retail level have risen in every year since 
1997, registering year-over-year growth of 0.6% 
in 2002.16 


Even after accounting for growth in retail prices, 
most of the increase in spending on drugs is left 
to be explained. There are several other factors, 
mostly related to changes in the volume and 
composition of drug utilization. These are outlined 
in Figure 15. The control of drug prices at the 
factory level does not necessarily mean control 
of total expenditures. Studies conducted by the 
PMPRB of provincial drug plans have suggested 
that increased utilization and new drugs account 
for most of the recent growth in expenditures.17 
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Source: Statistics Canada 


14 Canadian Institute for Health Information, Drug Expenditure in Canada, 1985-2002, April 2003. CIHI’s estimates have been 
assembled from several data sources: Statistics Canada’s annual Survey of Household Spending (for private out-of- 
pocket expenditure on prescribed drugs), provincial and federal public accounts (for public drug expenditure), data 
provided by the Canadian Life and Health Insurance Association (for drug benefits paid by private insurers) and infor- 
mation provided by the market research firm A.C. Nielson (Canada) (for expenditure on over-the-counter drugs). 


15 In its study, Analysis of Drug Claim Costs 1997-2001, Green Shield Canada found that while drug costs for the average 
claim rose at an average annual compound rate of 7.4%, drug prices decreased on average by 0.2% annually over the 
same period. 


16 Statistics Canada, CANSIM, Series V 737546. 
17 Pharmaceutical Trends, 1995-96 to 1999-2000, September 2001. 


24 Patented Medicine Prices Review Board — Annual Report 2002 


TRENDS IN QUANTITIES OF SALES OF 
PATENTED DRUG PRODUCTS 


Data available to the PMPRB allow it to measure 
changes in the quantities of patented medicines 
sold from year to year. To this end, the PMPRB 
maintains the Patented Medicine Quantity Index 
(PMQI), designed to indicate overall trends in 
the utilization of patented drugs. Figure 16 displays 
annual average rates of utilization growth 
according to the PMQI. This analysis reveals that 
volumes of patented drugs sold have consistently 
risen much more quickly than prices. From 1988 
to 2002 the average annual increase in quantities 
of patented drugs sold was approximately 
12.6%, compared to an average annual increase 
of 0.6% in prices. This trend extends through 
2002; although prices for patented medicines 
declined by 1.2%, the average increase in quantities 
amounted to 15.5%. 


It should be noted that the PMQI may not represent 
tendencies in the overall pharmaceutical market, 
since it excludes non-patented medicines. By 
construction, the PMQI treats shifts in utilization 
between patented drugs and non-patented 
drugs and changes in patent status as volume 
changes, whereas a broader index would treat 
these as changes in the composition rather than 
volume of utilization. 


Figure 15 
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+ changes in the demographics and health 
status of the population (i.e. towards 
those with increased medication needs) 


e changes in the unit prices of drugs (both 
patented and non-patented) 


+ changes in retail and wholesale mark-ups 
and professional fees 


e changes in the prescribing habits of 
physicians (i.e. from older, less expensive 
medications to newer, relatively more 

_ expensive medications [+ improved ther- 
apeutic effect] to treat the same underlying 
diagnosis) 


changes in utilization of drugs on a per 
patient basis (i.e. more medications per 
patient per year) 


e trends towards using drug therapy 
instead of other treatments (e.g. as alter- 
natives to surgery in some cases) 


° new diseases to be treated 


* old diseases to be treated, where there 
existed no treatment before; old diseases 
better treated with new drugs 


Source: PMPRB 
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TRENDS BY MAJOR THERAPEUTIC GROUP 
(ATC cLass) 


For purposes of price reviews, the PMPRB uses 


within the class weighted by its share of overall 
expenditure. By this measure the leading drivers 
of growth were drugs in these classes: 


e Cardiovascular System (such as lipid-reducing 


the World Health Organization’s (WHO) à 
agents and drugs treating hypertension); 


Anatomical Therapeutic Chemical (ATC) classifi- 
cation system. Table 5 breaks out the sales of _« 
patented drugs in Canada in 2002 according to 
major therapeutic groups. 


Nervous System drugs (such as drugs treating 
depression); 


e Alimentary Tract and Metabolism drugs 


It should be noted that the relative share of sales (such as drugs treating ulcers); and 


by ATC group for all drugs in Canada may differ 


from the shares for patented drugs. e Antineoplastics and Immunomodulating 


Agents (such as cancer treatments). 
The last column in Table 5 gives the contribution 


of each therapeutic class to overall sales growth, 
with this contribution being the sales growth 


These four classes accounted for more than 
three-quarters of the increase in manufacturers’ 
sales in 2002. 


Table 5 Manufacturers’ Sales of Patented Drugs for Human Use by Major Therapeutic 
Group, 2002 


Contribution to 
Total Expenditure 
Growth 

$M % $M % % 
: Alimentary tract 13.6 Teo 134 
and Metabolism 


: Blood and Blood 5.0 ; 17.9 (0) 
Forming Organs 


Growth 
from 2001 


Share 
of Total 


ATC Main Group Sales 


: Cardiovascular System 19,2 
: Dermatologicals - . -17.5 


: Genito-urinary System ; 14.8 
and Sex Hormones 


: Systemic Hormonal ‘ : : 30.0 
Preparations, Excluding 
Sex Hormones 


General Antiinfectives for 
Systemic use; and 


: Antiparasitic Products18 


: Antineoplastics and 704.7 8.0 


Immunomodulating Agents 


T3-6 27.4 1154 


616.5 7.0 74 LÉ 0.6 
1425:4 16.2 325.4 29.6 25.1 
: Respiratory System 559.1 6.4 509-100 4.0 
: Sensory Organs 100.9 4,2 20.8 2589 1.6 
V: Various 35.8 0.4 Sof 19.0 0.5 


Total 8774.8 100.0* 1291.9  100.0* 100.0* 
Sources: PMPRB 
* The percentage may not equal 100 due to rounding 


: Musculo-skeletal System 
: Nervous System 


18 These groups have been combined for reasons of confidentiality. 
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STUDIES — HIGHLIGHTS 


A COMPARISON OF PHARMACEUTICAL 
RESEARCH & DEVELOPMENT SPENDING 
IN CANADA AND SELECTED COUNTRIES 


In 2002, the PMPRB released a study comparing 
research & development spending by the brand 
name pharmaceutical industry in Canada and 
other major industrialized countries.19 This work 
updates and extends an earlier PMPRB study.20 


The emphasis is on comparisons with France, 
Germany, Italy, Sweden, Switzerland, the United 
Kingdom and the United States, the seven countries 
the PMPRB is required to consider for purpose of 
carrying out its regulatory mandate under the 
Patent Act. The analysis covers the period 1995 
to 2000. 


The study found that although total R&D spending 
in Canada increased 51% from $626 million in 
1995 to $945 million in 2000, Canada still 
ranked behind the other industrialized countries 
by several measures. Most importantly, the ratio 
of R&D to domestic sales in Canada remained 
well below values observed in Europe and the 
U.S. The Canadian ratio stood at 10.1% in 2000, 
whereas the aggregate ratio for the seven countries 
was 19.0%. Among these countries, only Italy 
had a lower ratio than Canada in 2000. 


The study also compared the pharmaceutical 
R&D-to-sales ratio in Canada to the ratios 
observed in a set of smaller European countries 
(e.g., Denmark, Belgium), and again found the 
Canadian ratio to be well below the average 
value observed in this set of countries. 


Measures of pharmaceutical R&D spending relative 
to population and GDP also indicated low levels 
of pharmaceutical research investment in 
Canada compared to other developed countries. 
R&D in Canada lags the countries used for reg- 
ulatory purposes, except Italy, by each of these 
measures. Canada accounts for a share of total 
pharmaceutical R&D that is roughly one-half of 
its share of total pharmaceutical sales. In 2000, 
there was total pharmaceutical R&D spending of 
$53.4 billion in Canada and the seven countries. 


R&D spending by pharmaceutical patentees in 
Canada accounted for 1.8% of this amount. In 
the same year total Canadian brand name sales 
accounted for 3.4% of the $275 billion in sales 
observed in the eight countries. 


FOREIGN PRICE TRENDS FOR PATENTED 
MEDICINES 


The PMPRB regularly reports on trends in the 
Canadian prices of patented drug products in its 
Annual Report. It also reports on the overall ratio 
of Canadian prices to foreign prices. Extending 
these analyses, the PMPRB recently completed a 
study examining trends in the prices of patented 
drugs observed in the seven countries the PMPRB 
includes in its international price comparisons 
for the period of 1988 to 2001.21 


The study relies on data filed by pharmaceutical 
patentees with the PMPRB giving ex-factory 
prices in these countries. It uses the PMPRB’s 
standard Laspeyres price index methodology. 
This methodology reflects changes in the prices 
of drugs already on the market, but does not 
measure impacts on the cost of pharmaceutical 
therapy caused by the introduction of new 
medicines. 


The study found that, with the notable exception 
of the U.S., all countries experienced only modest 
overall increases in patented drug prices over 
the period 1988 to 2001. As a result, the average 
rate of increase in Canadian patented drug 
prices, less than 1% per year on average over 
this period, falls squarely within the range of the 
six European countries considered in the analysis. 
In contrast, prices in the U.S. increased at an 
average annual rate of more than 5%. 


International comparisons of changes in product 
prices have only limited analytical significance in 
their own right. In particular, changes in patented 
drug prices cannot by themselves tell whether 
consumers are paying more or less for patented 
drugs relative to other goods and services. To 
this end, the study also compared trends in 
patented drug prices to inflation. It found that 
increases in patented drug prices have been less 


19 This study is available on our website, under Other Publications; Study Series; S-0217. 


20 A Comparison of Pharmaceutical Research and Development Spending in Canada and Selected Countries, Study Series 


S-9709, October 1997. 


21 This study is available on our website, under Other Publications; Study Series; Federal/Provincial/Territorial Reports. 
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than increases in the Consumer Price Index (CPI) 
in all countries except the U.S. Adjusting for infla- 
tion, patented drug prices in Canada declined at 
an average annual rate of 1.8% from 1988 to 
2000, which is in line with results obtained for 
the six European countries. This relationship persists 
through the more recent period 1996 to 2001. 


The emergence of parallel trade in European 
drug markets and the concomitant decline of 
market segmentation suggest an international 
convergence of drug prices. To assess this 
hypothesis, the study examines the variation of 
patented drug prices across countries. All measures 
indicate the existence of substantial international 
price variation, but give no evidence that the 
extent of this variation has notably changed over 
the last decade. 


REPORT ON PRICE TRENDS 
FOR FEDERAL/PROVINCIAL/ 
TERRITORIAL DRUG PLANS 


As part of its work on behalf of the 
Federal/Provincial/Territorial (F/P/T) Working 
Group on Drug Prices, the PMPRB completed 
studies one of which compares manufacturers’ 
prices of the top selling non-patented single 
source prescription drugs prevailing in Canada 
to those in other countries. These studies were 
conducted by the PMPRB pursuant to a 
Memorandum of Understanding with the 
Minister of Health. 


Top SELLING NON-PATENTED SINGLE 
SOURCE DRUG PRODUCTS 


In 1999 manufacturers’ sales of non-patented 
drugs were $3.6 billion, representing 39% of all 
manufacturers’ sales in Canada. As part of the 
PMPRB’s work on behalf of the F/P/T Working 
Group on Drug Prices, it completed a report 
examining ex-factory prices of top selling non- 
patented single source (NPSS) prescription 
drugs in Canada.21 


In this study Canadian prices of the top selling 
NPSS drugs were compared to prices in the 
seven countries used by the PMPRB for purposes 
of regulating patented medicines. Using data for 
1999, the study found that Canadian prices for 
NPSS products were, on an expenditure-weighted 


basis, 28% higher than the median international 
prices of the seven countries; Canadian prices 
were 75% higher when the comparison is 
restricted to the six European countries in the 
comparison. This analysis implies that had NPSS 
medicines been priced at median international 
levels spending on such products by the six par- 
ticipating provincial drug plans, British 
Columbia, Alberta, Saskatchewan, Manitoba, 
Ontario and Nova Scotia would have been 
reduced by approximately 20% in 1999 fiscal year, 
representing a savings of some $60 million overall. 


The top selling NPSS drug products included in 
this study were identified from the Ontario Drug 
Benefit Plan (ODB) database. Price and utilization 
patterns were also constructed from ODB data. 
The 56 products included represented approxi- 
mately 50% of all NPSS products in the six 
participating provincial drug plans. 


NATIONAL PRESCRIPTION 
DRUG UTILIZATION 
INFORMATION SYSTEM 


In September 2001, Federal/Provincial/Territorial 
Ministers of Health announced the establish- 
ment of the National Prescription Drug 
Utilization Information System (NPDUIS) based 
on a Business Case prepared by the PMPRB and 
the Canadian Institute for Health Information 
(CIHI). The purpose of the NPDUIS is to provide 
critical analyses of price, utilization and cost 
trends so that Canada’s health system has more 
comprehensive, accurate information on how 
prescription drugs are being used and on 
sources of cost increases. 


This initiative involves two major elements: the 
development and implementation of a prescrip- 
tion claims level drug database capable of 
incorporating program data from publicly-funded 
drug plans; and the production of analytical 
reports relying on information in this database. 
CIHI is responsible for the first of these elements, 
while the PMPRB is principally responsible for 
the second. 


Patented Medicine Prices Review Board — Annual Report 2002 


An information system housing data from public 
plans across Canada will be a major first step in 
developing a national data repository for pre- 
scription drug data in Canada. The NPDUIS will 
provide accurate and timely national prescrip- 
tion drug utilization information to support 
public drug programs in the establishment of 
sound pharmaceutical policies and the effective 
management of Canada’s public drug benefit 
programs. 


For the PMPRB, the NPDUIS represents a natural 
evolution of research previously conducted 
under a Memorandum of Understanding (MOU) 
between the Minister of Health and the PMPRB. 


In 2002, a Steering Committee consisting of 
F/P/T drug plan managers was established to 
provide sound advice to CIHI and the PMPRB 
regarding the development, analytical direction 
and priorities, and strategic direction of the 
NPDUIS. The Steering Committee held its inau- 
gural meeting in November. 


A series of projects have been approved for 


2003-2004 and are listed on the PMPRB's 


Research Agenda as follows: 


e Non-Insured Health Benefits Cost Driver 
study 


+ Budget Impact Analysis Methodology 


e Program Expenditure Forecasting 
Methodology 


e Therapeutic Cost Index Methodology. 


ANALYSIS OF RESEARCH-AND- 
DEVELOPMENT EXPENDITURES 


With the adoption of the 1987 amendments to 
the Patent Act (Act), Canada’s Research Based 
Pharmaceutical Companies (Rx&D) made a public 
commitment that the brand name pharmaceutical 
industry would increase its annual research-and- 
development (R&D) expenditures as a percentage 
of sales to 10% by 1996. 


Under the Act, the PMPRB monitors and reports 
the R&D spending as reported to the Board by 
patentees, but it has no regulatory authority to 
influence the type of research or amount of R&D 
spending by patentees. The Act requires each 


patentee to report its revenues from the sales of 
drugs and the expenditures made by the patentee 
in Canada on R&D relating to medicine. For 
individual patentees, this calculation includes all 
revenues from Canadian sales of medicines, 
including revenues from licensing agreements. 


DATA SOURCES 


Companies that reported sales of patented med- 
icines in 2002 were also required to file R&D 
data for that calendar year as per the Patented 
Medicines Regulations (Regulations). Consequently, 
companies that had no sales of patented medi- 
cines in 2002 were not required by the Act to 
report on R&D expenditures. As new patents are 
granted and others expire, the group of companies 
required to file R&D data may change from year 
to year. 


The information reported in this chapter is 
derived from reports filed with the Board by 
patentees. Under the Regulations, patentees are 
required to certify that the information reported 
is true and correct by an officer of the company. 
The PMPRB does not audit but attempts to rec- 
oncile the information and to seek corrections or 
clarifications from patentees if it finds any dis- 
crepancies. Each patentee is also given the 
opportunity to confirm the R&D-to-sales ratio 
calculated by the PMPRB for that company 
before publication of this report. 


For 2002, 76 companies selling human and 
veterinary drug products filed reports on R&D. 
Sales of drugs for both human and veterinary 
use are included for the purpose of this section 
of the report. Of those 76 companies, 36 were 
members of Rx&D. The data from the 76 reporting 
firms are the basis of this report. 


Failure to File 


Under ss. 89(3) of the Act, the PMPRB is to 
report the identity of the patentees who have 
failed to file information as per section 88 of the 
Act. In 2002, one company, Pharmascience Inc., 
reported sales of a patented medicine but failed 
to file information on its R&D expenditures as per 
ss. 88(1)(c) of the Act. This matter is currently 
under investigation. 
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REVENUES FROM SALES 


As shown in Table 6, the 76 patentees reported 
total revenues of $11.9 billion from Canadian 
sales of patented and non-patented drugs in 
2002, up 11.0% over 2001. Patentees are largely 
brand name companies that sell patented and 
non-patented drugs. Of total sales revenues, less 
than 1% was generated by licencing agreements. 
The total sales revenues reported by the 36 Rx&D 
members totalled $10.3 billion, accounting for 
86.6% of the total sales revenues. 


R&D EXPENDITURES 


Pursuant to the Regulations, patentees are 
required to report those R&D expenditures that 
would have been eligible for an Investment Tax 
Credit for scientific research and experimental 


development under the provisions of the Income 
Tax Act in effect on December 1, 1987. Market 
research, sales promotions, quality control or 
routine testing of materials, devices or products 
and routine data collection are among the 
expenditures that are not eligible for an 
Investment Tax Credit and therefore should not 
be included in the patentees’ filings. Total R&D 
expenditures include current expenditures, capital 
equipment costs and allowable depreciation 
expenses. 


As shown in Table 6, the total R&D expenditures 
reported by all the companies was $1.18 billion 
in 2002, an increase of 11.6% over 2001. The 
expenditures reported by the 36 Rx&D members 
totalled $1.03 billion in 2002, which accounted 
for 87.3% of the total R&D expenditures for the 
patented pharmaceutical industry as a whole. 


Table 6 Total R&D Expenditures* and R&D-to-Sales Ratios of Reporting Companies, 1988-2002 


Year 


2002 
2001 
2000 
1999 
1998 
1997 
1996 
1993 
1994 
1993 
1992 
1991 
1990 
1989 
1988 


Companies 
Reporting 


Total R&D Change from Total Sales Change from R&D-to-Sales Ratio 
Expenditures* Previous Year Revenues** Previous Year All Rx&D 
($M) (%) ($M) (%) Patentees Patentees*** 

(%) (%) 

76 1183.5 11.6 11908.3 11.0 99 10.0 
74 1060.1 12.6 10732.1 15,3 9.9 10.6 
19 941.8 a3 9309.6 12.0 10.1 10.6 
78 894.6 12.0 8315.5 19.2 10.8 Lt 
74 798.9 10.2 6975.2 10.9 115 rare 
75 725 9.0 6288.4 7.4 45 129 
72 665.3 6.4 5857.4 9.9 11.4 +23 
71 625.5 1135 5330.2 73 Mis 12.5 
73 561.1 11.4 4957.4 4.4 IS 11.6 
70 503.5 22.1 4747.6 14.0 10.6 10.7 
71 412.4 9.6 4164.4 6.9 9 9.8 
65 376.4 23,2 3894.8 18.1 9.7 9.6 
65 305.5 24.8 3298.8 11.0 9:3 9.2 
66 244.8 47.4 2973.0 9.4 8.2 8.1 
66 165.7 - 2718.0 - 6.1 6.5 


Source: PMPRB 


* Total expenditures include current expenditures, capital equipment expenditures and allowable depreciation expenses. If the expen- 
ditures funded by government are excluded, the ratios for all patentees and for the members of Rx&D decrease to 9.8% and 9.9%, 
respectively. 


** Total sales revenues include sales of patented and non-patented drugs for both human and veterinary use. 


***In the past, Rx&D has reported that its members have achieved a higher R&D-to-sales ratio than reported by the PMPRB. Not all 
members of Rx&D are required to report to the PMPRB each year as, under the Patent Act, only companies with active Canadian 
patents pertaining to a medicine sold in Canada are required to report on R&D expenditures. For example, some biotechnology 
companies are engaged in R&D but are not required to report to the PMPRB as they have not made sales of a patented product 
during this reporting year. 
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R&D-To-SALEs RATIOS 


The ratio of R&D expenditures to sales revenues 
for the patented pharmaceutical industry was 
9.9% in 2002, the same as in 2001 (Table 6). 
The ratio for the 36 companies that were 
members of Rx&D was 10.0% in 2002, down 
from 10.6% in 2001. 


As shown in Figure 17, the R&D-to-sales ratios 
for all patentees and Rx&D members increased 
from 1989 to the mid-1990s but have declined 
in recent years. The R&D-to-sales ratios for the 
past three years have been lower than any year 
since 1992. 


Table 8 in Annex 3, on page 49, provides details on 
the range of R&D-to-sales ratios. Of the 76 report- 
ing companies, 15 companies reported having 
performed no R&D in 2002. Sales revenues for 
companies with no R&D totalled $349.3 million in 
2002, accounting for 2.9% of total sales revenues 
for the patented pharmaceutical companies. The 
39 companies reporting R&D expenditures with 
an R&D-to-sales ratio of 10% or less in 2002 
accounted for 53.6% of total sales revenues. This 
group included companies with total sales of 
$6.4 billion in 2002 compared with $5.8 billion in 
2001. The 22 companies with ratios of more 
than 10% accounted for a smaller proportion of 
total sales, 43.4%, or $5.2 billion in 2002. 


Table 9 in Annex 3, on page 49, lists all reporting 
patentees and their R&D-to-sales ratios. 


CURRENT EXPENDITURES BY TYPE OF 
RESEARCH 


Current expenditures accounted for $1.1 billion, 
or 95.2% of total R&D expenditures. Capital 
equipment costs and allowable depreciation 
expenses amounted to 3.4% and 1.4%, respec- 
tively. Total current expenditures on R&D rose 
by 11.5% in 2002. 


Table 10 in Annex 3, on page 52, shows how current 
expenditures on R&D in 2002 were allocated 
among basic, applied and other qualifying R&D. 


Patentees reported spending on basic 
research of $198.6 million, or 17.6% of the total 
current R&D expenditures in 2002. Basic 
research is defined as work that advances scientific 
knowledge without a specific application in 
view. As shown in Figure 18, expenditures on 


Figure 17 
R&D-to-Sales Ratio, 


Percentage 


Pharmaceutical 
Patentees, 
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—_——— Rx&D Patentees 


All Patentees 
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Source: PMPRB 
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Figure 18 


a. Share of Current 


R&D Expenditures 
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Adres 
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basic research increased by 21.8% in 2002, 
and its share of total R&D increased from 
16.1% in 2001 to 17.6% in 2002. 


The lion’s share of R&D spending continued to 
be on applied research, $626.3 million, or 
55.6% of the total. Applied research is directed 
towards some practical application, comprising 
the manufacturing process, pre-clinical trials and 
clinical trials. Clinical trials totalled $438.8 million 
in 2002 and accounted for 70.1% of total 
applied research expenditures, and 39.0% of the 
total current R&D expenditures. Manufacturing 
process accounted for $110.9 million, or 9.8% 
of the total current R&D expenditures, and pre- 
clinical trials accounted for $76.6 million, or 
6.8% of the total current R&D expenditures. 
Other qualifying research, which accounted for 
26.8% of total expenditures in 2002, includes 
drug regulation submissions, bioavailability 
studies and Phase IV clinical trials. 


Figure 19 in Annex 3, on page 49, shows current 
expenditures on R&D by type of research from 
1988 to 2002. 
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CURRENT EXPENDITURES BY 
ORGANIZATIONS PERFORMING R&D 
AND BY SOURCE OF FUNDS 


Pharmaceutical patentees report their expendi- 
tures on research they conduct themselves 
(intramural) and research performed by others, 
including universities and hospitals and other 
manufacturers (extramural). Table 11 in Annex 3, 
page 52, shows that most R&D was carried out 
by patentees. In 2002, 54.4% of R&D expendi- 
tures were directed to R&D performed by 
patentees, compared with 54.0% in 2001. 
Expenditures on R&D performed by other com- 
panies on behalf of patentees increased by 
20.3% in 2002. From 2001 to 2002, expendi- 
tures on R&D performed by universities and 
hospitals decreased by 12.3% to $139.9 million. 
The category “others” includes individuals, 
organizations such as private clinics, and federal 
and provincial governments. This category 
incurred the largest increase with 28.4%, from 
78.2 million in 2001 to $100.4 million in 2002. 


In 2002, as in previous years, most of the R&D 
expenditures of pharmaceutical patentees were 
funded internally. In 2002, 93% of all patentees’ 
R&D was funded by internal funds and funds 
provided by associated companies. Refer to 
Table 12 in Annex 3, on page 53, for more 
details. 


CURRENT R&D EXPENDITURES 
BY LOCATION 


In 2002, R&D spending increased in all parts of 
Canada. There was no significant change in the 
regional distribution of R&D spending in 2002. 
Almost 85% of total expenditures continued to 
be made in Ontario and Québec. Tables 13 and 
14 in Annex 3, on pages 53 and 54, show the 
current R&D expenditures as reported by 
province and by R&D performer for 2002. 
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RESEARCH AGENDA 


The PMPRB’s Research Agenda is developed 
each year as part of our annual planning 
process. It outlines current or upcoming projects 
which we are working on or will be undertaken 
in the near future. Initiatives that are currently, 
or may become, subject to public consultations 
are also indicated in the Research Agenda. 


The National Prescription Drug Utilization 
System (NPDUIS), a partnership between the 
Canadian Institute for Health Information (CIHI) 
and the PMPRB, was launched in 2002. Under 
this initiative, the PMPRB will undertake a number 
of research studies related to the utilization and 
management of pharmaceutical products. The 
NPDUIS research projects are now reflected in 
the Research Agenda. 


Our Research Agenda is available on our website 
under Other Publications. Updates to the 
Research Agenda are published quarterly in the 
PMPRB’s NEWSletter. 


WORKING GROUP ON PRICE 
REVIEW ISSUES 


The Working Group on Price Review Issues, a 
consultative group representing the PMPRB’s 
various stakeholders, was established in 1999 to 
review and provide reports for the Board’s con- 
sideration on the following three issues: 


e Use of the United States Federal Supply 
Schedule prices in international price com- 
parisons; 


e Transparency in the price review process; 
and 


e Guidelines for category 3 new drugs. 


On the first issue, the Working Group discussed 
challenges related to determining U.S. prices for 
the purpose of conducting international price 
comparisons. In response to their recommenda- 
tions on this issue, in early 2000, the Board 


implemented a process for taking into account 
the prices charged to the U.S. government, 
published on the Federal Supply Schedule, in 
calculating U.S. prices for price comparisons. 


The Working Group was also asked to assess the 
level of transparency in the price review process, 
and propose options for improvement. In March 
2001, following a review of the Working Group’s 
recommendations on this issue, the Board 
implemented a number of initiatives aimed at 
improving the transparency of the price review 
process. For example, the PMPRB now publishes 
summary reports on the results of the reviews of 
all new active substances. The PMPRB has also 
committed in its Research Agenda to evaluate 
these transparency initiatives. 


The third and final issue that the Working Group 
addressed was the Guidelines for category 3 new 
drugs. Category 3 new drugs, for the most part, 
represent new active substances, but they are not 
breakthrough discoveries. The Working Group’s 
final report on the category 3 Guidelines was 
submitted to the Board in October 2002. 
Overall, the Working Group’s recommendations 
reaffirmed the appropriateness of many of the 
Board’s existing practices, or suggested where 
some minor improvements could be made. On 
the issue of the price test, however, the Working 
Group indicated that it would be appropriate for 
the Board to consider the relative value of a new 
drug to a greater extent than it currently does in 
the category 3 Guidelines, but they did not go 
so far as to define what is meant by “value” and 
how “value” could be linked to price limits. 


The Board appreciates the complexity of this 
issue, and recognizes that other jurisdictions are 
also attempting to address value concepts as 
they relate to new drugs. To begin, the Board 
has committed to undertake more research and 
analysis on the subject of value in a manner that 
is consistent with its mandate under the Patent 
Act and its need to have clear and effective 
Guidelines. 
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The Working Group officially completed its 
mandate when it submitted its final report on 
category 3 new drugs last fall. The Board wishes 
to thank the Working Group members for their 
time and effort, and for their assistance to the 
Board in addressing these difficult issues. The 
Working Group experience has been a very pos- 
itive one for the Board. 


In addition to the specific operational improve- 
ments that the Working Group’s recommendations 
have led to, there were several other successes of 
the Working Group process, including improved 
communication with stakeholders and better 
understanding of the PMPRB’s processes. 


All of the Working Group’s reports are available 
on our website under Working Group on Price 
Review Issues; Reports. 


SYMPOSIUM 2002 


In 2001, we conducted a survey of our major 
stakeholder groups as part of our annual 
Environmental Scan exercise. The results of the 
survey showed that our stakeholders are mostly 
concerned about: 


e the rising cost of drugs; 
e the need for research and development; 
e the impact of emerging technologies; and 


e transparency in the PMPRB’s operations. 


PMPRB Symposium 2002, October 7 & 8, 2002, 
Fairmont Château Laurier, Ottawa, Canada. 
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This input was taken into account by the PMPRB 
in developing our Research Agenda which is 
published annually in the NEWSletter and 
updated quarterly. It also played a major part in 
developing the program for our Symposium 
2002. The Symposium brought together experts 
and others interested in questions related to 
pharmaceutical pricing from across Canada and 
from other major countries. Its purpose was to 
provide a forum to share information, ideas and 
views on current issues in drug price regulation 
in Canada. 


Although the planning for this conference went 
back one year, its genesis actually goes back several 
years. In 1997, the Standing Committee on 
Industry recommended that the PMPRB consult 
with stakeholders to find out what further infor- 
mation we could provide to the public. In 
response to the public consultations which led 
to the Road Map for the Next Decade in 1998, we 
have been continually seeking new ways to 
share information on major pharmaceutical 
trends. 


A broad range of the PMPRB’s stakeholders 
attended the Symposium including representa- 
tives of consumer groups, health professionals, 
departments and agencies of both senior levels 
of government and the pharmaceutical industry. 


Professor Sir Michael Rawlins, Chairman, National Institute 
for Clinical Excellence, U.K. 
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The major theme throughout the two-day 
Symposium was to examine approaches to 
assessing the value of new drugs in-other coun- 
tries and to identify the major issues 
in Canada. Among others, we heard from 
Professor Sir Michael Rawlins, the Chairman of 
the National Institute for Clinical Excellence, or 
NICE, in the United Kingdom and Professor 
Lloyd Sansom, the Chair of the Pharmaceutical 
Benefits Advisory Committee in Australia. They 
told us about some of the current issues and 
practices in those countries, including continued 
efforts to enhance evidence-based decision- 
making; to increase transparency; and to link the 
reviews of new drugs to appropriate prescribing 
and utilization. 


The Honourable Anne McLellan, Minister of Health; 

Dr. Robert G. Elgie, Chairperson, PMPRB; Professor Lloyd 
Samson, Chairman, Pharmaceutical Benefits Advisory 
Committee, Australia; Mrs. Margaret Sansom. 


The delegates were privileged to hear Dr. Robert 
McMurtry, who was then serving as Special 
Advisor to the Romanow Royal Commission on 
the Future of Health Care. He reported that 
many Canadians have raised their concerns 
about pharmaceuticals, particularly on the 
affordability and accessibility of necessary med- 
ications. 


‘ou AydesHbojoug sajydeL 


Dr. Robert Y. McMurtry, former Special Advisor to the 
Commission on the Future of Health Care; Dr. Ingrid Sketris, 
Member, PMPRB. 


All countries are facing significant increases in 
drug expenditures. Leading economists reported 
to us on the experiences of other developed 
countries in attempting to understand and wrestle 
with double-digit rates of growth in drug plan 
spending. As Stéphane Jacobzone of the OECD 
reported to us, there continues to be a constant 
evolution in public policy throughout Europe 
related to the pricing of drugs and reimbursement 
under public programs. On the pricing side, 
these initiatives include reference-based pricing, 
foreign price comparisons, and mandated price 
reductions. The U.K. continues to control the 
profits of drug manufacturers through the 
Pharmaceutical Price Regulation Scheme and 
actively promotes the utilization of cost-effective 
drugs through NICE. Some countries are negoti- 
ating volume agreements with manufacturers to 
limit total expenditures. 
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Panos Kanavos, London School of Economics, U.K.; Réal Sureau, 
Vice-Chairperson, PMPRB; Stéphane Jacobzone, OECD. 


Professor Panos Kanavos of the London School 
of Economics, who had just completed a year as 
a Visiting Professor at Harvard University, also 
reported on the significant developments in the 
United States. He pointed out that more and 
more public programs, especially at the state 
level, are adopting some of the price control and 
cost-containment measures that have previously 
been seen in Europe and elsewhere. For example, 
a number of states have effectively introduced 
reference-based pricing programs for their 
Medicaid plans. In the private sector, HMOs and 
other major insurers are increasing the rigour of 
their formulary reviews in deciding which drugs 
to cover. 


Canadians are not unique in facing significant 
increases in drug expenditures and in continually 
examining and modifying pharmaceutical policies 
to address them. 


‘ou Aydesboyoug sa142a1 


Looking at the domestic side, we heard from a 
number of speakers on four separate panels 
addressing issues related to: 


e assessing the value of new drugs, including 
the use of pharmacoeconomics; 


e international experience with pharmaceutical 
industrial policy: common challenges and 
lessons for Canada; 


e how the new National Prescription Drug 
Utilization Information System (NPDUIS) can 
be used to promote optimal drug therapy; 
and 


e the challenges arising from the emerging 
pharmaceutical technologies. 


| NL 
Mrs. Jean Jones, O.C., Consumers’ Association of Canada; 
the Honourable Anne McLellan, Minister of Health. 


Our panelists included a wide range of experts: 
academics in the fields of health policy, eco- 
nomics and law; representatives of the 
pharmaceutical industry - brand-name, generic, 
and biotechnology; health care professionals; 
and senior government officials with responsibil- 
ity for pharmaceutical policy and drug plans. 


Needless to say they did not always agree, but they 
were frank in identifying some tough questions 
and promoting more dialogue. 


It is clear that there are no magic bullets or easy 
answers. 
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The Symposium provided a concrete example of 
the dual nature of the mandate of the PMPRB of 
regulating prices charged by manufacturers of 
patented medicines to ensure that they are not 
excessive and reporting to Canadians on pricing 
and R&D performance for pharmaceuticals. 


Information on the PMPRB Symposium 2002 
along with speaker and panelist’s presentations 
are available on our website. 


COMMUNICATIONS 


The PMPRB’s Communications Program includes 
the development and maintenance of the 
PMPRB’s communications policies, plans and 
activities. The Secretariat manages the PMPRB’s 
Communications program and is responsible for 
responding to public enquiries and is accountable 
for the management, direction, development 
and dissemination of all communications activities 
including media relations. 


We strive to integrate all of our communication 
planning into our annual strategic planning 
process and to evaluate communications as an 
integral component in our Strategic Plan. 


An educational component underlies all of our 
communications planning. We undertake to 
raise awareness and foster an understanding of 
the PMPRB’s mandate, role and jurisdiction. 


In 2002, the focus of our Communications 
Program was transparency. We worked towards 
facilitating two-way communications by providing 
our stakeholders and the public with timely, 
accurate information and ensuring that the lines 
of communication are open. We established 
opportunities for feedback and participation 
throughout the year by using established modes 
of communications (i.e. our NEWSletter). In 2002, 
we also celebrated our 15 year anniversary. The 
major event to mark this occasion was our 
Symposium. 


As we look ahead, transparency and accessibility 
remain the central elements in our 
Communications Program. 
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The Board consists of not more than five members 
who serve on a part-time basis, appointed by the 
Governor-in-Council, including a Chairperson 
and Vice-Chairperson. The Chairperson is desig- 
nated under the Patent Act as the Chief Executive 
Officer of the PMPRB with the authority and 
responsibility to supervise and direct its work. 
The Executive Director manages the work of the 
Staff. Senior Staff consists of the Executive 
Director, the Director of Compliance and 
Enforcement, the Director of Policy and 


Economic Analysis, the Director of Corporate 


Services, the Secretary of the Board and Senior Left to right: Ingrid Sketris, Anthony Boardman, Robert G. Elgie, 
‘ Chairperson, Thomas E. (Tim) Armstrong, Réal Sureau, 


Counsel. Vice-Chairperson. 


M MBERS OF THE OARD AND SENIOR STAFF 


Members 


Chairperson Vice-Chairperson 


Thomas E. (Tim) Armstrong 


Anthony Boardman Robert G. Elgie Réal Sureau 


Ingrid Sketris 


PRE Er PU ee ne. fe ee ee ee memes en i ne te 


r 
t 
’ 
' 
' 
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Senior Counsel Secretary of the 


Board 


Executive Director 


Martine Richard 


Wayne D. Critchley 


Sylvie Dupont 


Director of 
Compliance and 
Enforcement 


Director of Policy 
and Economic 
Analysis 


Director of 
Corporate Services 


Robert Sauvé 


Ronald Corvari Ginette Tognet 
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MEMBERS’ BIOGRAPHIES 


Chairperson: Robert G. Elgie 
ve eb. M.D ER.C52(C), LL.D. (hon.) 


Dr. Elgie was appointed Member and Chairperson 
of the Board in March 1995 and re-appointed in 
March 2000. 


Dr. Elgie, a lawyer and neurosurgeon, Fellow of 
the Royal College of Surgeons (Neurosurgery), 
was the founder and first Director of Dalhousie 
University’s Health Law Institute from 1991 to 
1996. He was also the part-time Chair of the 
Workers’ Compensation Board of Nova Scotia 
from 1992 to 1996. Dr. Elgie has taught at the 
Medical Schools of Queen’s University and the 
University of Toronto, and has held several posi- 
tions with the Scarborough General Hospital, 
including Chief of Medical Staff. In 1977, he was 
elected to the Ontario Legislative Assembly and 
subsequently served in several Cabinet positions. 
He resigned from the Ontario Legislature in 
September 1985 to become Chair of the 
Workers’ Compensation Board of Ontario where 
he served until 1991. In October 2000, Dr. Elgie 
was appointed to the Ontario Press Council. 


In May 2001, Dr. Elgie was awarded an honorary 
degree by Dalhousie University: Doctor of Laws, 
honoris causa, in recognition of his outstanding 
personal achievements. In January 2003, Dr. Elgie 
was appointed Member of the Order of Canada. 


Vice-Chairperson: Réal Sureau F.C.A. 


Mr. Sureau was appointed Member and Vice- 
‘Chairperson of the Board in October 1995 and 
re-appointed in October 2000. 


Mr. Sureau, a chartered accountant, is President 
of Sureau Management Limited. From January 
1997 to February 2000, he was Director of 
Business Development of the Montréal Baseball 
Club. From June 1995 to June 1996, he was 
President of the Order of Chartered Accountants 
of Québec. Through the years, Mr. Sureau was a 
member of several committees of the Order, 
including the Disciplinary Committee, the 
Professional Practice Committee, the Professional 
Development Committee and the Committee on 
Government Finances. He was Vice-President, 
Finance, at Forex and Canam-Manac. 


Mr. Sureau sits on the board of directors of many 
organizations, including Gaz Métropolitain and 
the Institut de réadaptation de Montréal. 


MEMBERS 
Thomas E. (Tim) Armstrong Q.C., O. Ont. 


Mr. Armstrong was appointed Member of the 
Board on October 3, 2002. 


A lawyer, Mr. Armstrong has had a long career as 
a provincial public servant. He served as Chair of the 
Ontario Labour Relations Board (1974-1976), 
Deputy Minister of Labour (1976-1986), Agent 
General for Ontario in Tokyo (1986-1990), and 
Deputy Minister of Industry, Trade and 
Technology (1991-1992). He was advisor to the 
Premier of Ontario on Economic Development 
from 1992 to 1995, and advisor to the Minister 
of Labour on Construction Industry Labour 
Relations “in 1999. He’ “has “been "Chief 
Representative for Canada to the Japan Bank for 
International Cooperation since 1996. 


Mr. Armstrong was awarded the Order of 
Ontario in 1995 in recognition of his contribution 
to public service in Ontario. 


Anthony Boardman B.A., Ph.D. 


Dr. Boardman was appointed Member of the 
Board in January 1999. 


Dr. Boardman is the Van Dusen Professor of 
Business Administration in the Strategy and 
Business Economics Division, Faculty of 
Commerce and Business Administration at the 
University of British Columbia (UBC). He graduated 
from the University of Kent at Canterbury, 
England (B.A., 1970) and Carnegie-Mellon 
University (Ph.D., 1975). Prior to taking up his 
position at UBC he was a professor at the 
Wharton School, University of Pennsylvania. 


Dr. Boardman’s current research interests 
include privatization, cost-benefit analysis and 
strategic management. Dr. Boardman has been 
a consultant to many private and public organi- 
zations including Vodafone, Stora Enzo, 
Pricewaterhouse Coopers, the Treasury of New 
Zealand and all levels of government in Canada. 
He is also an excellent teacher and has taught 
executive programmes in Finland, China, 
Australia and elsewhere. As a member of the 
MBA Core Team at UBC, he won the Alan 


Annual Report 2002 www.pmprb-cepmb.gc.ca 


39 


40 


Blizzard award in 2001. Between 1995 and 
2001, Dr. Boardman was a member of the 
Pharmacoeconomic Initiative Scientific Committee 
which made recommendations to B.C. Pharmacare 
on the cost-effectiveness of new drugs. 


During his career, Dr. Boardman has published 
many articles in leading academic journals. 
Recently, he completed the second edition of 
Cost-Benefit Analysis: Concepts and Practice. 


Ingrid S. Sketris 
BSc(Phm), Pharm.D., MPA(HSA) 


Dr. Sketris was appointed Member of the Board 
in May 1999. 


Dr. Sketris is a Professor at the College of 
Pharmacy and School of Health Services 
Administration and an Associate Professor of the 
Department of Community Health and 
Epidemiology, Dalhousie University. She is a con- 
sultant to the pharmacy department of the 
Queen Elizabeth II Health Sciences Centre, 
Halifax. Since 2000, Dr. Sketris holds a Chair in 
health services research from the Canadian 
Health Services Research Foundation/Canadian 
Institutes of Health Research (Cosponsored by 
the Nova Scotia Health Research Foundation). 


She is a graduate of the University of Toronto 
(BSc(Phm), 1977), University of Minnesota 
(Pharm.D,1979), University of Tennessee Center 
for the Health Sciences (Residency in Clinical 
Toxicology/Pharmacy Practice, 1980) and 
Dalhousie University (MPA(HSA) 1989). 


Dr. Sketris is a fellow of the Canadian Society of 
Hospital Pharmacists and the American College 
of Clinical Pharmacy. She is currently on the 
Editorial Boards of the Canadian Journal of 
Clinical Pharmacology and Clinical Therapeutics. 
She was a member of the scientific advisory panel 
of the Canadian Coordinating Office for Health 
Technology Assessment from 1996-1998. Dr. 
Sketris’ research interests include examining the 
impact of changes in Pharmacare policy and the 
use of drugs and health services particularly 
related to the population of Nova Scotia. 


Dr. Sketris has numerous publications in the area 
of transplantation therapeutics and pharma- 
coepidemiology. 


BUDGET 


The PMPRB operated with a budget of $4,459,300 
in 2002-2003 and a staff of 39 employees. The 
budget included $664,000 for the NPDUIS project. 
More information on the NPDUIS is available 
on page 28. 


~Table 7 Financial Performance 


Actual Forecast 
Spending Spending 
2001-2002 2002-2003 
($ thousands) ($ thousands) 
Total PMPRB 4,002.9 4,459.3 


Full Time 37.0 AE 
Equivalents 


Additional information on the PMPRB budget is 
available on our website under Other 
Publications; Reports to Parliament. 
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We seek to inform our stakeholders regularly 
through our publications. Some of these publi- 
cations, such as the Annual Report and the 
NEWSletter, are published at regular intervals 
throughout the year while others are released in 
response to program and corporate requirements. 


Publications 


Annual Report 
Articles 
- Filing Requirements — Patent Pending Policy 
CPI-Adjustment Factors 
Hearings 
- In the matter of Hoechst Marion Roussel Canada 
(HMRC) and the medicine Nicoderm 


- In the matter of Schering Canada Inc. and the medicine Remicade 


NEWSletter 
Notice and Comment 


A Comparison of Pharmaceutical Research and Development 


Spending - Methodology 
Patented Medicines 


- Reported to the PMPRB in 2002 (including the review status for each drug) 


- Reports on New Patented Drugs: 
. Prevnar 
. Cerezyme 
. Sustiva 
. Zyagen 
. NovoRapid 
. Xatral 
. Pulmozyme 
. Gleevec 
Research Agenda22 
Speech Series 


- Drug Patents and Drug Prices: The Role of the PMPRB 
- Drug Pricing: A Comparison between Canada and Other Countries 
- How the Patented Medicine Prices Review Board Contributes 


to Controlling Drug Prices in Canada 
- The PMPRB — Latest Developments 
PMPRB Symposium 2002 
Study Series 


- S-0215 - Verification of Foreign Patented Drug Prices 
- S-0216 — Foreign Price Trends for Patented Medicines (2002) 


To obtain our publications, please call us at 
1 877 861-2350 or (613) 952-7360, or access 
them on our website. 


Release Date 


June 


July 
April 


April 1999 (ongoing) 


December 2002 — April 2003 
Quarterly 


July 


Monthly 


January 
April 
July 

October 


January 2003 
April 2003 


January 
March 
September 


October 


October 
October 


January 
January 2003 


- S-0217 — A Comparison of Pharmaceutical Research and Development Spending 


F/P/T Studies 


- Top Selling Non-Patented Single Source Drug Products 


Summary of Board Meetings 
Voluntary Compliance Undertakings 
- Differin Pledget 
- Aromasin 
Working Group on Price Review Issues 
- Price Guidelines for Category 3 Drugs — Part | 
- Price Guidelines for Category 3 Drugs — Part Il 


April 2003 
Quarterly 


September 
April 2003 


March 
October 


22 In 2003, the Research Agenda is published quarterly in the NEWSletter and Poe on our website under Other 


Publications; Research Agenda. 
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Note To Reader: 

This glossary is included for the convenience 
of the reader. For more detailed information 
and definitions please refer to the Patent Act, 
the Patented Medicines Regulations, the PMPRB 
Compendium of Guidelines, Policies and 
Procedures and the Food and Drug Regulations, 
or contact the PMPRB. 


Active Ingredient: 

Chemical or biological substance responsible for 
the claimed pharmacologic effect of a drug 
product. (Ingrédient actif) 


Advance Ruling Certificate (ARC): 

A non-binding certificate may be issued pursuant 
to subsection 98(4) of the Act at the request of 
a patentee when the Board is satisfied that the 
price or proposed price of the medicine would 
not exceed the maximum non-excessive price 
under the Board’s Guidelines. (Certificat de déci- 
sion au préalable) 


ATC: 

Anatomical Therapeutic Chemical [ATC] classifi- 
cation system, developed and maintained by the 
World Health Organization (WHO) Collaborating 
Centre for Drug Statistics Methodology, divides 
drugs into different groups according to their site 
of action and therapeutic and chemical charac- 
teristics. This system is used by the PMPRB as a 
guide for selecting comparable medicines for 
purposes of price review. (ATC) 


Dedication of Patent: 

A practice whereby a patentee notifies the 
Commissioner of Patents that it has surrendered 
its rights and entitlements flowing from the 
patent for the benefit of the public to use and 
enjoy. (Cession d’un brevet) 


NB: As of January 30, 1995, the Board does not 
recognize dedication of patent as a means to 
remove the medicine from its jurisdiction. (See 
PMPRB Bulletin 17, page 3.) 


Drug Identification Number (DIN): 

A registration number that the Health Protection 
Branch of Health Canada assigns to each pre- 
scription and non-prescription drug product 
marketed under the Food and Drug Regulations. The 
DIN is assigned using information in the following 
areas: manufacturer of the product; active ingre- 
dient(s); strength of active ingredient(s); 
pharmaceutical dosage form; brand/trade 
name; and route of administration. (Numéro 
d'identification de drogue) 


Drug Product: 

A particular presentation of a medicine charac- 
terized by its pharmaceutical dosage form and 
the strength of the active ingredient(s). (Produit 
médicamenteux) 


Drug Product, Existing: 

An existing drug product is a DIN for which a 
benchmark price has been established in accor- 
dance with the Board’s Guidelines. (See Chapter 1, 
subsection 3.3 of the Compendium of Guidelines, 
Policies and Procedures.) (Produit médica- 
menteux existant) 


Drug Product, New: 

A new drug product is one for which the intro- 
ductory price is under review. Patented drug 
products are considered new in the year during 
which they are first introduced on the market in 
Canada or the year they receive their first 
patent(s) if previously marketed. For price review 
purposes, new drug products for a given year 
are those introduced between December 1, of 
the previous year and November 30, of the 
reporting year. Because of the filing require- 
ments under the Patented Medicines Regulations 
and the manner of calculating benchmark 
prices, drug products introduced in December 
are considered to have been introduced in the 
following year. (See Chapter 1, subsection 3.2 of 
the Compendium of Guidelines, Policies and 
Procedures.) (Produit médicamenteux nouveau) 
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Emergency Drug Release (EDR) Program: 
See Special Access Program. 


Generic Product: 

A drug product with the same active ingredient, 
strength and dosage form of a brand name drug 
product. (Produit générique) 


Investigational New Drug (IND): 

A drug that has been authorized for clinical eval- 
uation (i.e. testing on humans) by Health 
Canada but that is not yet approved for sale for 
the indication under study. (Drogue de 
recherche) 


Licence, Compulsory: 

A licence granted by the Commissioner of 
Patents in accordance with subsection 39(4) of 
the Patent Act that has been continued pursuant 
to subsection 11(1) of the Patent Act Amendment 
Act, 1992 which permits the licencee to import, 
make, use or sell a patented invention pertaining 
to a medicine. Royalties payable are determined 
by the Commissioner of Patents who sets the 
terms of licences pursuant to subsection 39(5) of 
the Patent Act. Except for those compulsory 
licences issued prior to December 20, 1991, 
which are continued pursuant to subsection 
11(1) of the Patent Act, licences issued after 
December 20, 1991 have no effect. (Licence 
obligatoire) 


Licence, Voluntary: 

A contractual agreement between a patent 
holder and a licensee under which the licensee is 
entitled to enjoy the benefit of the patent or to 
exercise any rights in relation to the patent for 
some consideration (i.e., royalties in the form of a 
share of the licensee’s sales.) (Licence volontaire) 


Medicine: 

Any substance or mixture of substances made by 
any means, whether produced biologically, 
chemically, or otherwise, that is applied or 
administered in vivo in humans or in animals to 
aid in the diagnosis, treatment, mitigation or 
prevention of disease, symptoms, disorders, 
abnormal physical states, or modifying organic 
functions in humans and or animals, however 
administered. For greater certainty, this defini- 
tion includes vaccines, topical preparations, 
anaesthetics and diagnostic products used in vivo, 
regardless of delivery mechanism (e.g. transder- 
mal, capsule form, injectable, inhaler, etc.). This 
definition excludes medical devices, in vitro diag- 
nostic products and disinfectants that are not used 
in vivo. (See Compendium of Guidelines, Policies 
and Procedures, Introduction, subsection 1.5.) 
(Médicament) 


Notice of Compliance (NOC): 

A notice in respect of a medicine issued by the 
Health Products and Food Branch of Health 
Canada under section C.08.004 of the Food and 
Drug Regulations. The issuance of an NOC indicates 
that a drug product meets the required Health 
Canada standards for use in humans or animals 
and that the product is approved for sale in 
Canada. (Avis de conformité) 


Patent: 

An instrument issued by the Commissioner of 
Patents in the form of letters patent for an invention 
that provides its holder with a monopoly limited 
in time, for the claims made within the patent. A 
patent gives its holder and its legal representa- 
tives, the exclusive right of making, constructing 
and using the invention and selling it to others 
to be used. (Brevet) 


Patentee: 

As defined by subsection 79(1) of the Patent Act, 
“the person for the time being entitled to the 
benefit of the patent for that invention (pertaining 
to a medicine) and includes, where any other 
person is entitled to exercise any rights in relation 
to that patent other than under a licence con- 
tinued by subsection 11(1) of the Patent Act 
Amendment Act, 1992, that other person in 
respect of those rights;” (Breveté) 
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Pending Patent: 
An application for a patent that has not yet been 
issued. (Brevet en instance) 


NB: In cases where a medicine is sold before a 
patent is issued, it is the Board’s policy once the 
patent is issued, to review the price of the medicine 
as of the date on which the patent application 
was laid open for public inspection. (See PMPRB 
Bulletin 15, page 7.) 


Research and Development (R&D): 

Basic or applied research for the purpose of creating 
new, or improving existing, materials, devices, 
products or processes (e.g. manufacturing 
processes). (Recherche et développement) 


Research and Development — Applied 
Research: 

Work that advances scientific knowledge with a 
specific practical application in view such as 
creating new or improved products or processes 
through manufacturing processes or through 
preclinical or clinical studies. (Recherche et 
développement — recherche appliquée) 


Research and Development — Basic Research: 
Work that advances scientific knowledge without 
a specific application in view. (Recherche et 
développement — recherche fondamentale) 


Research and Development — Clinical 
Research: 

The assessment of the effect of a new medicine on 
humans. It typically consists of three successive 
phases, beginning with limited testing for safety 
in healthy humans then proceeding to further 
safety and efficacy studies in patients suffering 
from the target disease. (Recherche et 
développement — recherche clinique) 


Research and Development — Preclinical 
Research: 

Tests on animals to evaluate the pharmacological 
and toxicological effects of medicines. (Recherche 
et développement — recherche pré-clinique) 


Research and Development — Other 
Qualifying: 

Includes eligible research and development 
expenditures that cannot be classified into any 
of the preceding categories of “type of research 
and development”. (Recherche et développe- 
ment — Autres R-D admissibles) 


Research and Development Expenditures: 

For the purposes of the Patented Medicines 
Regulations, 1994, in particular sections 5 and 6, 
research and development includes activities for 
which expenditures would have qualified for the 
investment tax credit for scientific research and 
experimental development under the Income 
Tax Act as it read on December 1, 1987. 
(Dépenses en recherche et développement) 


Special Access Program (SAP): 

A program operated by Health Canada to give 
practitioners access to drugs that are not 
approved or otherwise available for sale in 
Canada. (Formerly the EDR Program.) 
(Programme d'accès spécial) 


Voluntary Compliance Undertaking (VCU): 

A written undertaking by a patentee to adjust its 
price to conform with the PMPRB’s Excessive 
Price Guidelines (see Chapter 1 of the 
Compendium of Guidelines, Policies and 
Procedures). Pursuant to the Board’s Compliance 
and Enforcement Policy (see Chapter 2, section 7) 
the Chairperson may approve a VCU in lieu of 
issuing a Notice of Hearing if it is consistent with 
the Patent Act and the policies of the Board and 
in the public interest. Under the Board’s 
Compliance and Enforcement Policy, a VCU can 
also be submitted following the issuance of a 
Notice of Hearing. A VCU submitted at this point 
must be approved by the Board. The Board 
reports publicly on all VCUs approved by the 
Chairperson or the Board. (Engagement de con- 
formité volontaire) 
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ANNEX 1 


CRITERIA FOR COMMENCING 
AN INVESTIGATION 


A price is considered to be within the Guidelines 
unless it meets the criteria for commencing an 
investigation. The criteria represent the standards 
the Board applies in order to allocate its 
resources to investigations as efficiently as possible. 
Their existence should not be construed as indi- 
cating that the Board accepts any deviation from 
the Guidelines. The Board is satisfied that its criteria 
assure all significant cases of pricing outside the 
Guidelines will be subject to investigation. In 
most instances where a price exceeds the maxi- 
mum allowable price by an amount too small to 
trigger an investigation in one year, it is offset by 
a price below that which is permitted by the 
Guidelines the following year. The Board expects 
the prices of all patented medicines to be within 
the Guidelines and evidence of persistent pricing 
outside the Guidelines, even by a small amount, 
may be used as a criterion for commencing an 
investigation. 


Criteria for Commencing an 
Investigation 


Board Staff will commence an investigation into 
the price of a patented drug product when any 
of the following criteria are met: 


New DRUG PRODUCTS 


e The introductory price is 5% or more above 
the maximum non-excessive price; 


e Excess revenues in the introductory period 
are $25,000 or more; or 


+ Complaints with significant evidence. 


EXISTING DRUG PRODUCTS 


e A price is 5% or more above the maximum 
non-excessive price and there are cumulative 
excess revenues of $25,000 or more over the 
life of the patent after January 1, 1992; 


e Cumulative excess revenues are $50,000 
or more over the life of the patent after 
January 1, 1992; or 


e Complaints with significant evidence. 


For more information on the Criteria for 
Commencing an Investigation, please consult 
Schedule 5 of the Compendium of Guidelines, 
Policies and Procedures available on our website 
under Legislation, Regulations, Guidelines. 


Annual Report 2002 _www.pmprb-cepmb.gc.ca 


45 


ANNEX 2 


PATENTED DRUG PRODUCTS 
INTRODUCED IN 2002 


DIN NAS1/ ATC3 


FPG2 


Brand Name Company Status Category 


Advair 25/125 -0.15mg/dose 


Advair 25/250 - 0.275mg/dose 


Aerius - 5mg/tab 
Aggrastat - 0.05mg/mL 


Alphagan - 2mg/mL 
Androderm - 24.3mg/patch 
Aranesp HSA Free - 100mcg/mL 
Aranesp HSA Free - 200mcg/mL 
Aranesp HSA Free - 25mcg/mL 
Aranesp HSA Free - 40mcg/mL 
Aranesp HSA Free - 500mcg/mL 


Arixtra - 2.5mg/ syringe 


Biaxin - SOmg/mL 

Biaxin XL - 500mg/tab 
Busulfex - 60mg/amp 
MabCampath - 30mg/amp 
Cancidas - 50mg/vial 
Cancidas - 70mg/vial 
Cellcept - 200mg/mL 


Claritin Liberator - 250mg/tab 


Diamicron MR - 30mg/tab 
Dovobet - 0.55mg/g 

Elitek - 1. 5mg/vial 

Eprex - 5000unit/syringe 
Estradot 25 - 0.39mg/patch 


Florazole ER - 750mg/tab 
Flovent HFA - 0.05mg/dose 
Flovent HFA - 0.125mg/dose 
Flovent HFA - 0.25mg/dose 
Fosamax - 70mg/tab 


Gleevec - 100mg/cap 


Glucagon - 1mg/mL 


Imodium Advanced Caplet 
2/125 - 127mg/cpl 


Infergen - 0.03mg/mL 
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GlaxoSmithKline Inc. 
GlaxoSmithKline Inc. 
Schering Canada Inc. 
Merck Frosst Canada Ltd. 
Allergan Inc. 

Paladin Labs Inc. 
Amgen Canada Inc. 
Amgen Canada Inc. 
Amgen Canada Inc. 
Amgen Canada Inc. 
Amgen Canada Inc. 


Organon Sanofi- 
Synthelabo Canada 


Abbott Laboratories Limited 
Abbott Laboratories Limited 
Orphan Medical Inc. 

Berlex Canada Inc. 

Merck Frosst Canada Ltd. 
Merck Frosst Canada Ltd. 
Hoffmann-La Roche Limited 
Schering Canada Inc. 
Servier Canada Inc. 


Leo Pharma Inc. 


Sanofi-Synthelabo Canada Inc. 


Janssen-Ortho Inc. 


Novartis Pharmaceuticals 
Canada Inc. 


Ferring Inc. 
GlaxoSmithKline Inc. 
GlaxoSmithKline Inc. 
GlaxoSmithKline Inc. 
Merck Frosst Canada Ltd. 


Novartis Pharmaceuticals 
Canada Inc. 


Eli Lilly Canada Inc. 
McNeil Consumer Healthcare 


Intermune Inc. 


02245126 
02245127 
02243919 
02240706 
02236876 
02245972 
02246357 
02246358 
02246354 
02246355 
02246360 
02245531 


02244641 
02244756 
02240602 


02244265 
02244266 
02242145 
02244941 
02242987 
02244126 


02243400 
02245676 


02244405 
02244291 
02244292 
02244293 
02245329 
02244725 


02243297 
02245185 


02239832 


NAS 


NAS/FPG 


NAS 
NAS 
NAS 
NAS 
NAS 
NAS 


FPG 
NAS 
NAS/FPG 
NAS/FPG 


NAS/FPG 


NAS/FPG 


eo eu eo | ann ES En 
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L 


Within Guidelines 
Within Guidelines 
Under Review 
Within Guidelines 


3 


Under Review 


Within Guidelines 


Under Review 
Under Review 
Under Review 
Under Review 


Under Review 


Within Guidelines 


Within Guidelines 
Within Guidelines 
Under Review 
Under Review 
Under Review 
Under Review 
Within Guidelines 
Within Guidelines 
Under Review 
Under Review 
Under Review 
Within Guidelines 
Within Guidelines 


Under Review 
Under Review 
Under Review 
Under Review 
Within Guidelines 
Within Guidelines 


Within Guidelines 


Under Review 


Within Guidelines 
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Brand Name 


Integrilin - 0.75mg/mL 
Integrilin - 2mg/mL 
Kadian - 10mg/cap 
Kineret - 100mg/syringe 
Lipidil Supra - 100mg/tab 
Lipidil Supra - 160mg/tab 
Lovenox - 100mg/mL 
Lovenox - 100mg/mL 
Lovenox - 100mg/mL 
Lovenox HP - 150mg/mL 
Myocet - 50mg/vial 


Neisvac-C 


Nicorette Inhaler - 10mg/dose 


Novorapid - 100unit/mL 
Novorapid - 100unit/mL 
Nutropin - 10mg/vial 

Optimark - 330.9mg/mL 


Orgalutran - 250mcg/syringe 


Pariet —- 10mg/tab 
Pariet - 20mg/tab 

_ Pegetron 100 
Pegetron 120 
Pegetron 150 
Pegetron 50 
Pegetron 80 
Premplus 0.625+5.0 
Priorix 

Pulmozyme - 2.5mg/amp 
Reactine - 20mg/tab 


Recombivax HB Thimerosal 
Free - 40mcg/mL 


Seroquel - 300mg/tab 
Spiriva - 18mcg/cap 


Starlix - 120mg/tab 
Starlix - 180mg/tab 


Starlix - 60mg/tab 


Symbicort 100/6 Turbuhaler - 


106mcg/dose 


Company 


Schering Canada Inc. 
Schering Canada Inc. 
Abbott Laboratories Limited 
Amgen Canada Inc. 
Fournier Pharma Inc. 
Fournier Pharma Inc. 
Aventis Pharma Inc. 

Aventis Pharma Inc. 

Aventis Pharma Inc. 

Aventis Pharma Inc. 

Elan Pharmaceuticals Inc. 
Shire Biologicals 

Pharmacia Canada Inc. 
Novo Nordisk Canada Inc. 
Novo Nordisk Canada Inc. 
Hoffmann-La Roche Limited 


Tyco Healthcare Group 
Canada Inc. 


Organon Canada Ltd. 
Janssen-Ortho Inc. 
Janssen-Ortho Inc. 
Schering Canada Inc. 
Schering Canada Inc. 
Schering Canada Inc. 
Schering Canada Inc. 
Schering Canada Inc. 
Wyeth-Ayerst Canada Inc. 
GlaxoSmithKline Inc. 
Hoffmann-La Roche Limited 
Pfizer Canada Inc. 

Merck Frosst Canada Ltd. 


AstraZeneca Canada Inc. 


Boehringer Ingelheim 
(Canada) Ltd. 


Novartis Pharmaceuticals 
Canada Inc. 


Novartis Pharmaceuticals 
Canada Inc. 


Novartis Pharmaceuticals 
Canada Inc. 


AstraZeneca Canada Inc. 


DIN 


02240351 
02240352 
02242163 
02245913 
02241601 
02241602 
02012472 


02236564 


02236883 
02242692 
02245015 
02245057 
02241742 
02244353 
02245397 
02216191 
02242986 


02245641 
02243796 
02243797 
02246028 
02246029 
02246030 
02246026 
02246027 
02242879 
02239208 
02046733 
01900978 
02245977 


02244107 
02246793 


02245439 
02245440 
02245438 


02245385 


NAS1/ ATC3 


FPG2 


NAS/FPG 
NAS/FPG 


NAS 
FPG 
FPG 

NAS/FPG 
FPG 
FPG 


FPG 
NAS/FPG 


LT CD D 7e ete EU I OS FCO ES LEON Er OPA CON he 


H 
A 
A 
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Status 


Under Review 
Under Review 
Within Guidelines 
Under Review 
Within Guidelines 
Within Guidelines 
Under Review 
Under Review 
Under Review 
Under Review 
Within Guidelines 
Under Review 
Under Review 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 


Under Review 
Within Guidelines 
Within Guidelines 

Under Review 

Under Review 

Under Review 

Under Review 

Under Review 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines | 


Under Review 


Within Guidelines 
Within Guidelines 


Under Review 
Under Review 
Under Review 


Within Guidelines 


Annual Report 2002— www.pmprb-cepmb.gc.ca 


Category 


Brand Name 


Symbicort 200/6 Turbuhaler : 
206mcg/dose 


Synagis - 50mg/vial 
Tamiflu - 75mg/cap 

Tarka 2/240 — 242mg/tab 
Tequin - 2mg/mL 


Tracleer - 125mg/tab 
Tracleer - 62.5mg/tab 


Transdermal Nicotine 
Patch 14-35mg/patch 


Transdermal Nicotine 
Patch 21-52.5mg/patch 


Transdermal Nicotine 
Patch 7 - 17.5mg/patch 


Travatan - 0.04mg/mL 


Triaminic Vapour Patch 


Tylenol 8 hour - 650mg/cpl 
Unidet - 2mg/cap 

Unidet - 4mg/cap 

Valcyte - 450mg/tab 
Ventolin HFA - 0.1mg/dose 
Videx EC - 125mg/cap 


Videx EC - 200mg/cap 
Videx EC - 250mg/cap 
Videx EC - 400mg/cap 


Xalacom - 5.05mg/mL 
Xatral - 10mg/tab 


Company 


AstraZeneca Canada Inc. 


Abbott Laboratories Limited 
Hoffmann-La Roche Limited 
Abbott Laboratories Limited 


Bristol-Myers Squibb 
Pharmaceutical Group 


Actelion Pharmaceuticals 
Canada Inc. 


Actelion Pharmaceuticals 
Canada Inc. 


Novartis Consumer Health 
Canada Inc. 


Novartis Consumer Health 
Canada Inc. 


Novartis Consumer Health 
Canada Inc. 


Alcon Canada Inc. 


Novartis Consumer Health 
Canada Inc. 


McNeil Consumer Healthcare 
Pharmacia Canada Inc. 
Pharmacia Canada Inc. 
Hoffmann-La Roche Limited 
GlaxoSmithKline Inc. 


Bristol-Myers Squibb 
Pharmaceutical Group 


Bristol-Myers Squibb 
Pharmaceutical Group 


Bristol-Myers Squibb 
Pharmaceutical Group 


Bristol-Myers Squibb 
Pharmaceutical Group 


Pharmacia Canada Inc. 


Sanofi-Synthelabo Canada Inc. 


DIN 


02245386 


02245889 
02241472 
02240946 
02243183 


02244982 


02244981 


02241226 


02241228 


02241227 


02244896 
02244651 


02246060 
02244612 
02244613 
02245777 
02241497 
02244596 


02244597 


02244598 


02244599 


02246619 
02245565 


NAS1/  ATC3 


FPG2 


NAS/FPG 


NAS/FPG 


NAS 


G 


Status 


Within Guidelines 


Within Guidelines 
Under Review 
Under Review 

Within Guidelines 


Within Guidelines 


Within Guidelines 


Within Guidelines 


Within Guidelines 


Within Guidelines 


Within Guidelines 
Within Guidelines 


Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Under Review 


Under Review 


Under Review 


Under Review 


Under Review 


Within Guidelines 
Within Guidelines 


Category 


à 
3 


Zenapax - 5mg/mL Hoffmann-La Roche Limited 02241473 NAS/FPG L Under Review 


The Board’s Guidelines establish three categories of new patented drug products for purposes of conducting introductory price 
reviews. 


+ Category 1 — a new DIN of an existing or comparable dosage form of an existing medicine, usually a new strength of an existing 
drug (line extension). 


e Category 2 — the first drug product to treat effectively a particular illness or which provides a substantial improvement over existing 
drug products, often referred to as “breakthrough” or “substantial improvement”. 


+ Category 3 — a new drug or new dosage form of an existing medicine that provides moderate, little or no improvement over exist- 
ing medicines. 


For complete definitions of the categories, refer to the Compendium of Guidelines, Policies and Procedures, Chapter 3, section 3. 
1 NAS: New Active Substance 

2 FPG: First Patent Grant 

3 ATC: Anatomical Therapeutic Chemical Classification System 
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ANNEX 3 
RESEARCH & DEVELOPMENT 


Table 8 Range of R&D-to-Sales Ratios by Number of Reporting Companies and Total 
Sales Revenues 


Range of 2002 2001 

R&D-to-Sales Number of Total Sales Number of Total Sales % 

Ratio Reporting Revenues Reporting Revenues 
Companies  ($millions) Companies ($millions) 


0% 15 349.3 : 16 340.8 3.2 
0%-10% 39 6,386.0 . 36 5,7/92.8 
> 10% 22 S;173:0 22 4,598.5 
Total 76 11,908.3 74 10,732.1 


Source: PMPRB 
* Columns may not add up due to rounding 


$ Milions Figure 19 


1200 — 


Current R&D 
Expenditures by 

© | Type of Research, 
ae a ‘ga | 1988-2002 
400 — 


a mee 
CNT ee 
ii 78.3 94.2 10372077 6 


1988 1990 1992 1994 1996 1998 2000 2002 
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1000 — 


600 — 
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Table 9 Ratios of R&D Expenditures to Sales Revenues by Reporting Patentee,1 2002 and 
2001 


Company R&D-to-Sales Ratio 
(%) 

2002 2001 
3M Canada Company 0.8 0.04 
Abbott Laboratories, Limited2 1.7 | 
Actelion Pharmaceutiques Canada Inc. (not a patentee in 2001) 2 PS 
Agouron Pharmaceuticals, Inc. 16.6 
Alcon Canada Inc. 0.0 
Allergan Inc. 2 =e 


Alpha Therapeutic Corporation 0.0 
Altana Pharma Inc. 2, 3 7.8 
Amersham Health Inc. 0.0 


Amgen Canada Inc. 2, 7 
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Table 9 continued 
Company 


AstraZeneca Canada Inc. 2 
Aventis Pasteur Limited 7 
Aventis Pharma Inc. 2 
Axcan Pharma Inc. 2 


Ayerst Veterinary Laboratories, Division of Wyeth-Ayerst Canada Inc. 


Baxter Corporation 

Bayer Inc., Healthcare Division 2, 7 

Bayer Inc., Agriculture Division 

Berlex Canada Inc. 2 

Biogen Canada Inc. 7 

Biovail Pharmaceuticals Canada, Division of Biovail Corporation 7 
Boehringer Ingelheim (Canada) Ltd. 2 

Bracco Diagnostics Canada Inc. 

Bristol-Myers Squibb Pharmaceutical Group 2 
Canderm Pharma Inc. 

Cangene Corporation 

Chiron Canada ULC 

Draxis Health Inc. 

Elan Pharmaceuticals, Inc. (not a patentee in 2001) 
Eli Lilly Canada Inc. (includes Elanco Animal Health Division) 2, 7 
Enzon Pharmaceuticals Inc. (not a patentee in 2001) 
Ferring Inc. 

Fournier Pharma Inc. 2 

Fujisawa Canada Inc. 2 

Galderma Canada Inc. 

Genzyme Canada Inc. 7 

GlaxoSmithKline 2, 7 

GlaxoSmithKline Consumer Healthcare Inc. 

Guilford Pharmaceuticals 

Hoffmann-La. Roche Limited, Canada 2, 7 

ICN Canada Ltd. 

Intermune Inc. (not a patentee in 2001) 
Janssen-Ortho Inc. 2, 7 

Johnson & Johnson Merck, Consumer Pharmaceuticals of Canada 
Leo Pharma Inc. 2 

Lundbeck Canada Inc.2 

McNeil Consumer Healthcare Canada 

Medicis Canada Ltd. 

Merck Frosst Canada Ltd. 2, 7 

Merial Canada Inc. 


Patented Medicine Prices Review Board 


R&D-to-Sales Ratio 
(%) 


2002 2001 


9.1 93 
Po Pg 
14.3 
21.6 
0.0 
0.05 
5:5 
2.4 
6.2 


— Annual Report 2002 


Table 9 continued 


Company R&D-to-Sales Ratio 
(%) 
2002 2001 


Novartis Animal Health Canada Inc. 0.7 0.3 
Novartis Consumer Health Canada Inc. 1.4 155 
Novartis Ophthalmics 11.0 

Novartis Pharmaceuticals Canada Inc. 2. 7 1235 

Novo Nordisk Canada Inc. 7 0.9 

Organon Canada Ltd. 2 | 2.3 

Organon Sanofi-Synthélabo Canada (not a patentee in 2001) 5 0.0 

Orphan Medical Inc. (not a patentee in 2001) 

Ortho Dermatological, Division of Johnson & Johnson Inc. 0.0 

Paladin Laboratories Inc. 2 ST 

Pfizer Canada Inc., Animal Health Group 1.6 

Pfizer Canada Inc. 2 

Pfizer Canada Inc., Consumer Healthcare Division 1.0 

Pharmacia Canada Inc. 2, 7 


Pharmascience Inc. 
(failed to file R&D information in 2002; not a patentee in 2001) 


Procter & Gamble Pharmaceuticals Canada, Inc. 2 
Purdue Pharma 2 

Ratiopharm 6 

Sanofi-Synthélabo Canada Inc. 2 

Schering Canada Inc. 2 

Servier Canada Inc. 2 

Shire-BioChem Inc. (not a patentee in 2001) 2, 7 
Solvay Pharma Inc. 2 

Stiefel Canada Inc. 2 


Tyco Healthcare Group Canada Inc. 0.02 
Wyeth-Ayerst Canada Inc. 2 13:5 
Yamanouchi Pharmaceutical Co. Ltd. 0.0 0.0 


Source: PMPRB 


1 The revenues from royalties are included in calculating each company’s ratio, but are deducted, when appropriate, 
for the industry-wide aggregation to avoid double-counting. Federal and provincial government grants have 
been netted from the expenditures used to calculate the individual R&D-to-sales ratios but are included in the 
aggregate statistics. Differences between the list of firms filing data on prices and those filing R&D data are due 
to differences in reporting practices between patentees and their affiliates or licencees as well as the fact that 
veterinary patentees are required to file information on R&D expenditures, but some are not required to report 
price and sales information each year. 


Member of Rx&D. This information has been added at the request of stakeholders and is based on published 
sources. 


Formerly known as BYK Canada Inc. 


These ratios have been verified with the companies. The largest part of their R&D expenditures was provided by 
non arms length companies. 


Joint venture between Organon Canada Ltd. and Sanofi-Synthélabo Canada. 
Formerly known as Altimed Pharmaceutical Inc. 

Member of BIOTECanada. Provided for information and based on public sources. 
Revised 
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Table 10 Current R&D Expenditures* by Type of Research, 2002 and 2001 


Type of Research 


Basic 
— Chemical 
— Biological 
Applied 
— Manufacturing Process 
— Pre Clinical Trial | 
— Pre Clinical Trial tI 
— Clinical Trial Phase | 
— Clinical Trial Phase Il 
— Clinical Trial Phase Ill 
Other Qualifying R&D** 
Total*** 


Source: PMPRB 


$M 


198.6 
104.5 
94.1 
626.3 
1109 
46.4 
30.2 
7a 
103.7 
298.0 
301.6 
1,126.4 


2002 


% 


17.6 
23 
8.4 

55.6 
9.8 
4.1 
27. 
3.2 
a2 

26.5 

26.8 

100.0 


$M 


163.1 
84.3 
78.8 

604.8 
193 
56.5 
23.0 
23.2 
96.2 

326.4 

242.6 

1,010.5 


2001 


8.3 
7.8 
59:9 
74 
5.6 
23 
Lie 
95 
32:3 
24.0 
100.0 


* Current expenditures exclude capital equipment and depreciation expenditures. 


% Change in 
Expenditures 


2002-2001 
21.8 


24.0 
19.4 
3.6 
39:5 
-17.9 
2103 
59.9 
7.8 
-8.7 
24.3 
1905 


** Other qualifying R&D includes drug regulation submissions, bioavailability studies and Phase IV clinical trials. 


***The sum of each column may vary slightly from the total, due to rounding. 


Table 11 Current R&D Expenditures* by Organizations Performing R&D, 2002 and 2001 


R&D Performer 2002 2001 
$M % $M % 


% Change in 
Expenditures 


52 


Intramural 
— Patentees 


Extramural 


— Universities and Hospitals 


— Other Companies 
— Others 

Total ** 

Source: PMPRB 


612.4 


139-9 
273,7 
100.4 
1,126.4 


54.4 


12.4 
24.3 
8.9 
100.0 


545.2 


159.6 
2273 
78.2 
1,010.5 


54.0 


15:8 
22.5 
AP 
100.0 


* Current expenditures exclude capital equipment and depreciation expenditures. 


** The sum of each column may vary slightly from the total, due to rounding. 
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2002 


2002-2001 


12.3 


-12.3 
20.3 
28.4 
a kee! 


Table 12 Total R&D Expenditures* by Source of Funds, 2002 and 2001 


Source of Funds 2002 2001 % Change in 
$M % $M % Expenditures 
2002-2001 


Company Funds 1,100.1 93.0 1,038.78 5.9 

Federal/Provincial Governments 14.4 42 6.1R 1 136.1 

Others 68.9 5.8 192 : 350.3 
- Total** 1,183.5 100.0 1,060.1 11.6 

Source: PMPRB 

* Total expenditures include capital equipment and allowable depreciation. 


** The sum of each column may vary slightly from the total, due to rounding. 
R Revised 


Table 13 Current R&D Expenditures* by Location, 2002 and 2001 


Location of R&D 2002 2001 % Change in 
$M % $M % Expenditures 
2002-2001 


Atlantic Provinces 26.5 2.4 26.3R ‘ 0.8 
Québec 476.7 42.3 423.2 12.6 
Ontario 479.1 42.5 430.1 R 11.4 
Western Provinces 140.1 12.4 131.0R 6.9 
Territories 3.9 0.3 O.0TR : 38,900 


Total** 1,126.4 100.0 1,010.5 TS 
Source: PMPRB 
* Current expenditures exclude capital equipment and depreciation expenditures. 


** The sum of each column may vary slightly from the total, due to rounding. 
R Revised 
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Table 14 Current R&D Expenditures by Province and by Organizations Performing R&D, 2002 


Province R&D Performer Percentage of 
Expenditures 


Patentees Other University Hospitals Others Total Rx&D 
Companies 


Newfoundland $(000) 567.17 —- 1,164.83 965.45 664.38 1,247.96 4,609.78 4,057.74 
% 12.30 2527 20.94 14.41 27.07 100.00 0.41 


Prince Edward  $(000) 40.34 320.30 190.54 0.11 50.33 601.61 374.81 
Island % 6.71 53.24 31.67 0.02 Save 100.00 0.04 


Nova Scotia $(000) 5,071.81 7,070.08 925.85 3,657.31 | 4,830:43. 18,555.48 207,303.98 
% 27:33 38.10 4.99 19.71 9.87 100.00 1:40 


New Brunswick  $(000) 488.51 749.78 224.52 594.46 684.44 2,741.72 2,198.18 
% 17.82 27735 8.19 21.68 24.96 100.00 (17 


Quebec $(000) 291,676.74 113,830.38 12,349.90 26,382.50 32,492.14 476,731.66 467,466.44 
% 61.18 23.88 457 5:93 6.82 100.00 47.65 


Ontario $(000) 281,896.00 86,610.71 18,106.02 47,604.05 44,913.02 479,129.79 370,295.19 
% 58.84 18.08 3.78 9.94 oars 100.00 37.74 


Manitoba $(000) 19,250.38 2,817.11 86194 3, TST.3ST 2,078.30 | 26 25905 042A 
% 68.12 T:97 3.05 Ab Jhe 7.71 100.00 103 


Saskatchewan $(000) 1,477.77 1,942.64 1,774.33 1,040.73 1,643.19 7,878.66 7,420.30 
% 18.76 24.66 EP MV 13.21 20.86 100.00 0.76 


Alberta $(000): 7,107.26- 27,284.57. 9100.51 3,012.10" =: 7,350,498" 53,654.94 52,748 7 o 
% 13.20 50.66 16.90 5.59 13.65 100.00 5.38 


British Columbia $(000) 4,840.42 28,024.10 4,734.80 4,531.73 7,976.34 50,107.40 48,237.72 
% 9.66 55.93 9.45 9.04 15.92 100.00 . 4.92 


Yukon; N.W.T.;  $(000) 0.00 3,924.09 0.00 5.45 0.90 3,930.44 6.35 
Nunavut % 0.00 99.84 0.00 0.14 0.02 100.00 0.00 


Canada $(000) 612,416.41 273,738.58 49,233.87 90,644.12 100,367.56 1,126,400.53 981,151.51 

% 54.37 24.30 4.37 8.05 8.91 100.00 100.00 
Source: PMPRB 
1. The percentage under each R&D category gives the percentage of all money spent in that category in that province. 
2. Expenditures as a percentage of total means percentage of R&D expenditures in that province compared to total R&D in Canada. 
3. Rows and columns may not equal totals due to rounding. 
4. Current expenditures plus capital expenditures (equipment + depreciation) = total R&D expenditures. 
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The mission of the Patented Medicine Prices Review 
Board (PMPRB) is to contribute to Canadian health care 
by ensuring that prices of patented medicines are not 
excessive and by analyzing and reporting to Canadians 
on price trends of all medicines and on research and 
development conducted by patentees. The PMPRB 
achieves this by: 


¢ promoting voluntary compliance with 
the Guidelines established by the Board; 


e reviewing prices and taking remedial action 
when necessary; 


e consulting with interested parties on 
Guidelines and other matters of policy; and 


e fostering awareness of the Board’s mandate, 
activities and achievements through communi- 
cation, dissemination of information and 
public education. 


In fulfilling the mission we are committed to innovative 
leadership based on the following values: 


effectiveness and efficiency; 
fairness; 

integrity; 

mutual respect; 
transparency; 


a supportive and challenging work 
environment. 


To obtain our publications, log on to our website: www.pmprb-cepmb.gc.ca 


or call us at our toll-free number: 1 877 861-2350. 


The Patented Medicine Prices Review Board 
Standard Life Centre 

Box L40 

333 Laurier Avenue West 

Suite 1400 

Ottawa, Ontario 

K1P 1C1 


Telephone: (613) 952-7360 
Facsimile: (613) 952-7626 
TTY: (613) 957-4373 


All PMPRB publications are available in both official languages. 


HIGHLIGHTS FOR 2003 


SALES 


e Total sales of all drugs for human use by manu- 
facturers in Canada increased 14.5% from 2002 
to $15.0 billion. 


e Sales of patented drugs increased by 14.8% to 
$10.1 billion in 2003. Patented drugs account 
for 67.4% of total drug sales, unchanged from 
the previous year. 


COMPLIANCE 


e In total, there were 70 new patented drug 
products introduced in 2003, including 18 new 
active substances. As of March 31, 2004, 64 new 
patented drug products had been reviewed. Of 
those, 52 were considered to be within the 
Guidelines and 12 were priced at levels which 
appeared to be outside the Guidelines and 
investigations were commenced. 
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PHARMACEUTICAL TRENDS 


The manufacturers’ prices of patented drugs, as 
measured by the Patented Medicine Price Index 
(PMPI) fell by 1.1% in 2003. This result continues 
the pattern of declines and near-negligible 
increases in the PMPI that began in 1993. 


From 1995 to 2001 Canadian prices for patented 
drugs were between 5% to 12% below the 
median of foreign prices in the seven countries 
used for price comparison purposes. In 2002, 
the prices of patented medicines in the 
Canadian market were about 1% higher than 
the median of foreign prices. However, in 2003, 
prices returned to the mid-1990s levels, about 
5% lower than the median of foreign prices in 
the seven countries. Canadian prices were 
lower than prices in the U.K., Germany, 
Switzerland and the U.S. and higher than those 
in France, Italy, and Sweden. 


RESEARCH AND DEVELOPMENT 


www.pmprb-cepmb.gc.ca 


Patentees reported total R&D expenditures of 
$1.19 billion in 2003, a decrease of 0.5% from 
the $1.2 billion in the previous year. The R&D- 
to-sales ratio for all patentees declined to 8.8% 
in 2003 from 9.9% in 2002 as did the R&D-to- 
sales ratio for members of Rx&D to 9.1% from 
10.0% the previous year. 


e Expenditures on basic research fell by 9.3% in 


2003 relative to 2002. Expenditures on basic 
research totaled $180 million in 2003, repre- 
senting 15.7% of current R&D expenditures. 
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May 31, 2004 


The Honourable Pierre S. Pettigrew, P.C., M.P. 
Minister of Health 

House of Commons 

Ottawa, Ontario 

K1A 0A6 


Dear Minister: 


| have the honour to present to you, in accordance with sections 89 and 100 of the 
Patent Act, the Annual Report of the Patented Medicine Prices Review Board for the year 
ended December 31, 2003. 


Yours very truly, 


pic tat. 


Robert G. Elgie 


Chairperson 
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CHAIRPERSON’ S MESSAGE 


Open any newspapers, 
listen to any newscast or 
talk show, follow any 
political discussion and 
the subject of healthcare is 
rarely far from the number 
one topic. This fact has 
been noted in numerous of 
our publications. However, 
there is a change occurring. As Canadians increasingly 
focus on health care, its sustainability and future 
direction, there is a growing desire for more infor- 
mation on how the system works and what is 
needed to make it more responsive to the needs 
of Canadians. 


The Patented Medicine Prices Review Board is part 
of that process. With a two-fold mandate, the PMPRB 
regulates prices of patented medicines to ensure 
that they are not excessive and also provides key 
information on price trends of all medicines and 
their utilization, to assist public drug plans in making 
better decisions. In the context of Canada’s health 
care policy debate, it is the latter role of informing 
and educating that is becoming an increasingly 
important part of the PMPRB’s contribution to the 
health care system. 


Informing Canadians and decision-makers is not 
without its challenges. Pharmaceutical price regula- 
tion is a complex topic. There are many positions, 
players, and perspectives. By nature, media coverage 
often tends to focus on the more dramatic issues 
and controversies related to health care. Ironically, 
in an era when technology permits increasing 
opportunities for communication, such as through 
the internet and numerous media outlets, finding a 
focus for informed debate and exchange of ideas 
remains a challenge. 


The PMPRB seeks to provide factual information on 
price trends and through its federal, provincial and 
territorial collaboration, on utilization and on other 
issues related to pharmaceutical management. In 
addition to its website, the PMPRB offers a publication 
program and an information service, and participates 
in conferences and symposiums. Nonetheless, the 
PMPRB continues to look for new opportunities to 
assist Canadians in better understanding the issues 
relating to pharmaceuticals as a major component 
of the health care system in this country. 


The Annual Report is one of our primary communi- 
cation vehicles. We seek to provide stakeholders 
with a current overview of the role of pharmaceuticals 
in health care. We see this report as an important 
opportunity to enhance public awareness and 
understanding. But we also view the Annual Report 
as an opportunity to build interest and solicit feed- 
back from Canadians. 


Of increasing importance of course is finding ways to 
closely align what the PMPRB does with the work of 
other players in the system, in terms of both providing 
opportunities for information sharing and streamlining 
our processes. A prime example is the Common 
Drug Review, the federal/provincial/territorial initiative 
to provide reviews and formulary listing recommenda- 
tions to participating public drug plans. The PMPRB 
is an observer on the Common Drug Review 
Committee and is taking that process into consid- 
eration in developing enhancements to the 
timeliness of our price review work. 


It is important for payers and patients to know if the 
price of a drug is within the Guidelines when the time 
comes to purchase a drug or decide whether to 
reimburse it. Many new drugs raise complex questions 
that require expert review. Patentees often present 
novel submissions and request frequent additional 
opportunities to provide more evidence and make 
further submissions (the so-called “dribs and drabs 
approach”). In response to these pressures, and 
building on recommendations from a working 
group of stakeholders, we embarked on a Timelines 
Review Project. Our current challenge is to ensure 
that the timing of the PMPRB price review takes 
into account planned changes to the review by 
Health Canada for safety and efficacy and the 
Common Drug Review activities. 
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In 2003, we undertook several initiatives in prepa- 
ration for further changes and public consultation 
in the future. We have enhanced the scientific 
review process and conducted an internal review of 
operating procedures. This review has led to 
greater internal efficiencies and will help set the 
stage for public consultations on more rigorous 
timelines in the future. 


Continuing to find ways to bring greater alignment 
to the timing of the various review processes in 
Canada will work to the benefit of Canadian con- 
sumers, patients, and our health care system; it 
should also benefit manufacturers. We encourage 
manufacturers to take advantage of opportunities 
to streamline the process by filing with the PMPRB 
their submissions to the Common Drug Review. We 
further encourage manufacturers to seek advice on 
pricing before bringing a drug to market. 


Like all other developed countries, Canada will con- 
tinue to experience significant financial pressures in 
its public health care system and in its drug programs. 
We need to further enhance our information 
sources and analytical abilities to understand trends 
in drug utilization and how best to design policies 
to address public concerns. 


In improving and strengthening the health care 
system, Canadians expect their governments to 
work together. The National Prescription Drug 
Utilization Information System and the Common 
Drug Review, referred to further in this Report, provide 
prime examples of the benefits of collaboration. 
Canadians are also demanding greater transparency 
and accountability on the part of public and private 
institutions. This means effective communications 
and access to timely and accurate information on 
new drugs, their prices, and evidence to support 
their most appropriate utilization. 


We continue to regulate prices of patented medicines 
and to monitor and study trends in pharmaceutical 
prices in Canada and other countries to ensure that 
our Guidelines reflect the objectives of the Patent 
Act and serve to protect Canadians from excessive 
prices for patented drugs. 


Above all, we recognize the growing importance of 
the PMPRB’s information-sharing responsibilities 
and will maintain a strong focus in the future on 
working with our stakeholders and partners in carrying 
out our regulatory and information activities for the 
benefit of all Canadians. 


The effectiveness of the PMPRB in carrying out its 
mandate ultimately depends on the quality and 
dedication of both our staff and Board members. In 
this context, | would like to acknowledge the efforts 
and contributions of our employees. | would like to 
offer my particular thanks to Dr. Ingrid Sketris and 
Dr. Anthony Boardman for their invaluable partici- 
pation in the work of the Board as Members over 
the last five years. | wish them the best of luck in 
their future endeavours. 


Tekh PY gm 


Robert G. Elgie 
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ABOUT THE PATENTED MEDICINE PRICES REVIEW 


The Patented Medicine Prices Review Board is an inde- 
pendent quasi-judicial body established by Parliament 
in 1987 under the Patent Act (Act). The Minister of 
Health is responsible for the pharmaceutical provisions 
of the Act as set out in sections 79 to 103. 


Although the PMPRB is part of the Health Portfolio, 
it carries out its mandate at arms-length from the 
Minister of Health.1 It also operates independently of 
other bodies such as Health Canada, which approves 
drugs for safety and efficacy, and public drug plans, 
which approve the listing of drugs on their respective 
formularies for reimbursement purposes. 


MANDATE 
The PMPRB has a dual role: 


REGULATORY — To protect consumers and contribute to 
Canadian health care by ensuring that prices charged by 
manufacturers for patented medicines are not excessive; 


REPORTING — To contribute to informed decisions and 
policy making by reporting on pharmaceutical trends 
and on the R&D spending by pharmaceutical patentees. 


JURISDICTION 


REGULATORY — The PMPRB is responsible for regulating 
the prices that patentees charge, the “factory-gate” 
price, for prescription and non-prescription patented 
drugs sold in Canada to wholesalers, hospitals or 
pharmacies, for human and veterinary use, to ensure 
that they are not excessive. The PMPRB regulates 
the price of each patented drug product, including 
each strength of each dosage form of each patented 
medicine sold in Canada. This is normally the level 
at which Health Canada assigns a Drug 
Identification Number (DIN). 


In Canada, Health Canada assesses new medicines 
to ensure that they conform with the Food and 
Drugs Act and Regulations. Formal authorization to 
market or distribute a medicine is granted through 
a Notice of Compliance (NOC). A medicine may be 
temporarily distributed with specified restrictions 
before receiving a NOC, as an Investigational New 
Drug or under the Special Access Program. 


BOARD: MANDATE AND JURISDICTION 


The PMPRB has no authority to regulate the prices 
of non-patented drugs, including generic drugs 
sold under compulsory licenses, and does not have 
jurisdiction over prices charged by wholesalers or 
retailers nor over pharmacists' professional fees. 
Also, matters such as distribution and prescribing 
are outside the purview of the PMPRB. 


Under the Patented Medicines Regulations, patentees 
are required to file price and sales information twice 
a year for each strength of each dosage form of each 
patented medicine sold in Canada for price regulation 
purposes. Patentees are also required to file R&D 
expenditures once a year for reporting purposes. 


Manufacturers are also required to inform the PMPRB 
of their intention to sell a new patented medicine 
but are not required to obtain approval of the price 
before they do so. 


Patentees are required to comply with the Patent Act 
to ensure that prices of patented medicines sold in 
Canada are not excessive. In the event that the 
Board finds, after a public hearing, that a price is 
excessive in any market it may order the patentee 
to reduce the price and take measures to offset any 
excess revenues it may have received. 


REPORTING — The PMPRB reports annually to Parliament 
through the Minister of Health. The Annual Report, 
which covers the calendar year, includes a review of 
the PMPRB’s major activities, analyses of the prices 
of patented medicines and of the price trends of all 
drugs, and reports on the R&D expenditures as 
reported by patent-holding drug manufacturers. In 
addition, the PMPRB reports through its quarterly 
NEWSletter and various studies. 


Pursuant to an agreement by the Federal/ 
Provincial/Territorial Ministers of Health and at the 
request of the federal Minister of Health, the PMPRB 
conducts research under the National Prescription 
Drug Utilization Information System (NPDUIS). The 
purpose of the NPDUIS is to provide critical analyses 
of price, utilization and cost trends so that 
Canada’s health system has more comprehensive, 
accurate information on how prescription drugs 
are being used and on sources of cost increases. 


1 The Health Portfolio contributes to specific dimensions of improving the health of Canadians. It comprises Health Canada and three 
agencies, the Canadian Institutes of Health Research, the Hazardous Materials Information Review Commission and the Patented 


Medicine Prices Review Board. 
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REGULATING PRICES OF PATENTED MEDICINES 


SALES OF DRUGS IN CANADA 


Total manufacturers’ sales of pharmaceuticals for 
human use are estimated at $15 billion in 2003, an 
increase of 14.5% over sales in 2002. Patentees 
reported sales of patented medicines of $10.1 billion, 
an increase of 14.8% over the previous year. 


Figure 1 divides total pharmaceutical sales by man- 
ufacturers for 1990 to 2003 into sales of patented, 
non-patented brand name and generic drugs. 


COMPLIANCE AND EXCESSIVE 
PRICE GUIDELINES 


Pharmaceutical patentees are required, under sec- 
tion 82 of the Patent Act (Act), to notify the PMPRB 
of their intention to offer a drug product for sale and 
the date on which they expect to begin selling it. 


Under the Patented Medicines Regulations, 1994 
(Regulations), patentees are subsequently required to: 


e file a Medicine Identification Sheet (Form 1) 
within 30 days after the issuance of a Notice of 
Compliance or the date on which the drug 
product was first offered for sale in Canada, 
whichever comes first; 


e report information on the introductory prices 
and sales of new patented medicines (Form 2) 
within 60 days of the date of first sale; and 


e continue to file detailed information on prices 
and sales of each patented drug for the first and 
last six-month period of each year (Form 2) for 
as long as the drug remains patented. 


The PMPRB reviews the pricing information for all 
patented medicines sold in Canada on an ongoing 
basis to ensure that the prices charged by patentees 
comply with the Price Guidelines established by the 
Board. The Guidelines are published in the PMPRB’s 
Compendium of Guidelines, Policies and Procedures 
(Compendium) and are available on the website 
under Legislation, Regulations, Guidelines or by 
calling our toll-free number: 1 877 861-2350. 
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FIGURE 1 
Manufacturers’ Sales of Patented and Non-Patented Drugs, 1990-2003 
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PRICE GUIDELINES 


The Guidelines are based on the price determination 
factors in section 85 of the Act and have been 
developed in consultation with stakeholders, 
including the provincial and territorial Ministers of 
Health, consumer groups and the pharmaceutical 
industry. In summary, the Guidelines provide that: 


e prices for most new patented drugs are limited 
such that the cost of therapy for the new drug 
does not exceed the highest cost of therapy for 
existing drugs used to treat the same disease in 
Canada; 


e prices of breakthrough patented drugs and 
those which bring a substantial improvement 
are generally limited to the median of the prices 
charged for the same drug in other industrialized 
countries listed in the Regulations (France, 
Germany, Italy, Sweden, Switzerland, U.K. and 
CIS.) 


e price increases for existing patented medicines 
are limited to changes in the Consumer Price 
Index (CPI); and 


e the price of a patented drug in Canada may, at 
no time, exceed the highest price for the same 
drug in the foreign countries listed in the 
Regulations. 


Board Staff reviews the prices of all patented med- 
icines sold in Canada. When it finds that the price 
of a patented drug product appears to exceed the 


Guidelines, and the circumstances meet the criteria 
for commencing an investigation, Board Staff will 
conduct an investigation to determine the facts. 


Additional information on the criteria for com- 


mencing an investigation is available in Annex 1 on 
page 46. An investigation could result in: 


FIGURE 2 
New Active Substances 1999-2003 
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FIGURE 3 
New Active Substances by Category 1999-2003 


10 


Number of NASs 
2) — 29 


Not categorized as of 
March 31, 2004 


EM Category 3 


BB Category 2 
18 


25 — 


1999 2000r 2001 2002r 2003 
Source: PMPRB 


In 1999, there were two medicines classified as category 2. One was the medicine Rebetron, which 
was not a new active substance as it is a combination of two existing medicines (interferon + ribavirin). 
The second category 2 medicine was Herceptin, a NAS, as reported in the 2000 Annual Report. 


r= revised since release of PMPRB 2002 Annual Report 


e its closure where it is concluded that the price 
was within the Guidelines; 


e a Voluntary Compliance Undertaking (VCU) by 
the manufacturer to reduce the price and take 
other measures to comply with the Guidelines; or 


+ a public hearing to determine if the price is 
… excessive and to make a remedial order. 


As part of the PMPRB’s transparency initiative, 
beginning in 2001, the list of New Patented 
Medicines Reported to the PMPRB is posted on the 
PMPRB website every month. This list includes 
information on the status of the review (i.e., under 
review, within Guidelines, VCU, notice of hearing). 
Drug products “under review” also include drugs 
which are subject to an investigation. 


New ACTIVE SUBSTANCES IN 2003 


Health Canada reported 16 New Active Substances 
(NASs) in 2003 but not all were introduced to the 
market in that year.2 The PMPRB’s list of patented 
NASs in any year may differ from the list of NASs 
approved by Health Canada’s Therapeutic Products 
Directorate (TPD) for the following reasons: 


e the NAS is not patented and therefore not sub- 
ject to the PMPRB’s jurisdiction; 


e the NAS may not be on the TPD list because it 
is being sold under the Special Access Program 
(SAP) before it receives a Notice of Compliance 
(NOC); or 


e the NAS may have been approved, but is not 
being sold. 


As shown in Figure 2 and Table 1 on page 11, three 
of the 18 patented NASs that came under the 
PMPRB’s jurisdiction were sold prior to 2003. 


2 Annual Drug Submission Performance Report, January-December 2003, Therapeutic Products Directorate, Health Canada. 
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Table 1 New Patented Medicines in 2003 (Human) — New Active Substances 


New Active Substances Introduced in 2003 


Brand Name 
Angiomax 


Bextra 
Cialis 
Crestor 
Dukoral 
Elidel 
Ezetrol 
Hectorol 
Invanz 
Keppra 
Ketek 
Pegasys 
Solagé 
TNKase 


Chemical Name 


bivalirudin 
valdecoxib 
tadalafil 


rosuvastatin calcium 
cholera vaccine 


pimecrolimus 


ezetimibe 


doxercalciferol 
ertapenem sodium 
levetiracetam 
telithromycin 
peginterferon alfa-2a 
mequinol/tretinoin 


tenecteplase 


Company 
Oryx Pharmaceuticals Inc. 


Pfizer Canada Inc. 
Eli Lilly Canada Inc. 
AstraZeneca Canada Inc. 


Aventis Pasteur Limited 


Novartis Pharmaceuticals Canada Inc. 


Merck Frosst Canada Inc. 
Shire Biochem Inc. 

Merck Frosst Canada Inc. 
Lundbeck Canada Inc. 
Aventis Pharma Inc. 
Hoffmann La-Roche Canada 
Galderma Canada Inc. 


Hoffmann La-Roche Canada 


ATC Class 
BO1AE 


M01AHO3 
GO4BE08 
C10AA07 
JO7AEO1 
D11AX15 
C10AX09 
AIICC 
J01DH03 
NO3AX14 
J01FA15 
LO3AB11 
D11AX56 
BO1AD11 


Xigris drotrecogin alfa 
New Active Substances Introduced prior to 20033 


Chemical Name 
amprenavir 


Brand Name 
Agenerase 


Alertec modafinil 


Evra norelgestromin/ethinyl 
estradiol 


A NAS may include more than one DIN if it is sold in 
more than one strength or dosage form. The 18 NASs 
listed for 2003 were marketed as 28 presentations 
(DINs). Figure 3 provides a breakdown of the 
patented new active substances for human use, by 
category assigned for price review purposes, over 
the five-year period 1999 through 2003 inclusive.4 


Eli Lilly Canada Inc. 


Company 
GlaxoSmithKline JOSAEOS 


Shire Biochem Inc. NO6BAO7 
Janssen-Ortho Inc. GO3AA11 


BO1AD10 


ATC Class 


The 2000 information has been updated to reflect 
the review by the Human Drug Advisory Panel 
(HDAP)5 in 2003 of Dostinex (cabergoline, Pfizer 
Canada Inc.). This medicine had been preliminarily 
reported as a category 3 in the 2000 Annual 
Report. For more information on Dostinex, please 
refer to page 15. 


These drugs, which were on the market before 2003, came under the PMPRB‘s jurisdiction in 2003 with the issuance of a patent. 


4 For purposes of the price review process, the PMPRB categorizes new drug products as follows: 


+ Category 1 - a new DIN of an existing or comparable dosage form of an existing medicine, usually a new strength of an existing 


drug (line extension). 


¢ Category 2 - the first drug to treat effectively a particular illness or which provides a substantial improvement over existing 
drug products, often referred to as “breakthrough” or “substantial improvement”. 


+ Category 3 - a new drug or new dosage form of an existing medicine that provides moderate, little or no improvement over 


existing medicines. 


5 The Human Drug Advisory Panel (HDAP) is comprised of three independent scientific experts and provides recommendations for 
the categorization of new drug products and the selection of comparable drug products. 
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The HDAP recommended that one new patented 
medicine (2 DINs) should be classified as a category 
2 new medicine in 2003: 


e Xigris (drotrecogin alfa, Eli Lilly Canada Inc.), 
indicated for the treatment of sepsis. The sum- 
mary report for Xigris is available on the 
PMPRB’s website under Patented Medicines. 


Since last year’s Annual Report, Figures 2 and 3 have 
been updated to include the new active substance 
BLES (phospholipids/surfactant associated proteins 
B & C, BLES Biochemicals Inc.) which had been intro- 
duced in 2002. The manufacturer had not reported 
this drug product in time for the 2002 Annual Report. 
BLES was referred to the HDAP which in turn recom- 
mended that it be categorized as a category 3 new 
medicine. The price was reviewed and found to be 
within the Guidelines. 


Summary Reports of the price reviews of NASs are 
posted on the PMPRB website when completed. 


New PATENTED DRUG PRODUCTS 
IN 2003 


There were 70 new patented drug products, or 
DINs, for human use introduced in 2003. Some are 
one or more strengths of a NAS and others are new 
presentations of existing medicines. 


For purposes of our price review, any patented 
drug product introduced on the market in Canada, 
or previously marketed but first patented, between 
December 1, 2002 and November 30, 2003, is 
considered a new patented drug product in 2003.6 


Seven (10%) of the 70 new patented DINs were 
being sold in Canada prior to 2003 when the 
issuance of a Canadian patent brought them under 
the PMPRB’s jurisdiction. These DINs are denoted 
by a “FPG” (first patent granted) in Annex 2 on 
page 47. Table 2 identifies the number of patented 
drug products by the year in which they were first 


Table 2 New Patented Drug Products 
for Human Use in 2003 by Year 
First Sold 


Year First Sold # DINs 
2003 63 


2002 2 
2001 
1999 
1996 
Total 


sold. The time delay between the date of first sale 
and the date of patent grant for these products 
ranged from several months to nine years. 


PRICE REVIEW OF NEW PATENTED DRUGS FOR 
HUMAN USE 


A list of the 70 new patented drug products and 
their price review status as of March 31, 2004 
appears in Annex 2 on page 47. Of the 70 new 
patented DINs, the prices of 64 of them had been 
reviewed. Of those, 52 were found to be within the 
Guidelines and 12 were priced at levels which 
appeared to be outside the Guidelines and investi- 
gations were commenced. For a more detailed 
explanation of the criteria for commencing an 
investigation, please refer to Annex 1 on page 46. 


PRICE REVIEW OF EXISTING PATENTED DRUG 
PRODUCTS FOR HUMAN USE 


For the purpose of this report, existing medicines 
include all patented drug products that were intro- 
duced prior to December 1, 2002. The PMPRB’s 
Guidelines limit the price changes for existing 
patented drugs to changes in the Consumer Price 
Index (CPI). In addition, the price of a patented 
drug cannot exceed the highest price of the same 
drug product in the countries listed in the 
Regulations (France, Germany, Italy, Sweden, 
Switzerland, U.K. and U.S.) 


6 Because of the timing of the filing requirements under the Patented Medicines Regulations and the manner of calculating bench- 
mark prices, drug products introduced or patented in December are considered to be new patented products in the following year. 
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A total of 974 existing patented drug products 
(DINs) for human use were sold during 2003. 
There were 67 investigations under way at the 
beginning of the year and during 2003 investigations 
were opened into six DINs with prices that appeared 
to be outside the Guidelines. Of the total 73 inves- 
tigations, 34 were closed leaving 39 investigations 
into existing drugs ongoing at the end of the year. 


At the time of this report: 


e the prices of 891 existing DINs (91.5%) were 
within the Guidelines; 


e 39 DINs were the subject of investigations com- 
menced as a result of pricing in earlier periods; 


e 3 DINs, all pertaining to Nicoderm, were the 
subject of a hearing under section 83 (see 
Quasi-Judicial Activities on page 16); and 


e 41 DINs were still under review. 


A summary of the review, compliance and investi- 
gation status, as of March 31, 2004, of the new 
and existing patented drug products for human 
use in 2003 is provided in Table 3. 


Table 3 Patented Drug Products for 
Human Use Sold in 2003 
Status of Price Review as of 
March 31, 2004 


New Drugs Existing Total 
Introduced Drugs 
in 2003 


Within Guidelines 52 
Under Review 6 
Under Investigation 12 
Notice of Hearing - 
Total 70 


During the past 12 months the PMPRB has focused 
on a number of initiatives internally with respect to 
the Timelines Review Project (refer to page 35) 
resulting in a significant reduction in the number of 
ongoing investigations from 67 at March 31, 2003 
to 51 as of March 31, 2004. 


UPDATE OF THE 2002 ANNUAL REPORT 


In last year’s Annual Report, it was reported that of 
the 1027 patented drug products for human use 
sold in 2002, the prices of 82 were still under 
review. The results of those reviews concluded that 
52 had been within the Guidelines; five DINs were 
priced at levels that appeared to exceed the 
Guidelines and therefore investigations were 
opened. Twenty-five are still under review and 
included in Table 3. 


In its 2002 Report, the Board had also reported that 
67 DINs were under investigation. Of those, 34 
investigations have been concluded: in 32 cases, 
the prices were ultimately found to be within the 
Guidelines. Two cases, Aromasin and Dostinex, 
were concluded as a result of Voluntary Compliance 
Undertakings (see Voluntary Compliance 
Undertakings on page 14). 


PATENTED DRUGS FOR VETERINARY USE 


In March 1999, the PMPRB implemented, on a trial 
basis, a complaints-driven process as an alternative 
means of reviewing the prices of patented veterinary 
medicines. For further information, refer to the 
Pilot Project for a Complaints-driven Approach for 
the Regulation of Patented Drug Prices for 
Veterinary Use on page 34. 


There was a total of 89 patented drug products for 
veterinary use in 2003. Of those, two were intro- 
duced in 2003. In last year’s Annual Report it was 
reported that 13 were under review. Eight of those 
have been found to be within the Guidelines and 
the remaining five, plus the two introduced in 
2003, are still under review. The summary reports 
of the price review of veterinary drug products are 
made available on the PMPRB’s website under 
Patented Medicines; Reports on New Patented 
Drugs for Veterinary Use. 
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ADVANCE RULING CERTIFICATE 


Pursuant to subsection 98(4) of the Patent Act 
(Act), the PMPRB may issue an Advance Ruling 
Certificate (ARC) in respect of the price of a patented 
medicine when it is satisfied that it would not have 
sufficient grounds to make an order under section 
83 of the Act. 


VIREAD, GILEAD SCIENCES INC. 


On April 13, 2004, the Chairperson released a 
Notice and Comment proposing to issue an ARC 
pursuant to subsection 98(4) of the Act in respect of 
the price of the patented medicine Viread. 


Following negotiations between Gilead Sciences Inc. 
(Gilead) and Board Staff, Gilead requested the 
issuance of an ARC in respect of the proposed average 
selling price of $15.12 per 300 mg tablet of Viread. 
Board Staff recommended that it would be appro- 
priate for the Board to conclude that it would not 
have sufficient grounds to make an order under 
section 83 of the Act with respect to Viread taking 
into consideration the factors set out in section 85 
of the Act: 


(a) The proposed Canadian selling price for Viread 
in 2004 is well below the median of the interna- 
tional prices; it will be the second lowest of the 
seven comparator countries; 


(b) It reflects the relationship of the price of Viread 
to other medicines in the same therapeutic class 
in countries other than Canada; 


(c) It is consistent with the policies of the Board 
that patentees should seek advisory assistance 
with respect to the proposed price of a patented 
medicine; and 


(d) Price changes in future years will be subject to 
the Guidelines. 


Persons who wished to make representations in this 
matter were to file a written submission with the 
Board by May 7, 2004. Gilead and Board Staff were 
given the opportunity to make written submissions 
in response to any written submissions received no 
later than May 25, 2004. 


VIREAD IS INDICATED FOR THE TREATMENT OF HIV-1 
INFECTION. HEALTH CANADA ISSUED A NOTICE OF 
COMPLIANCE WITH CONDITIONS TO GILEAD SCIENCES 
INC. FOR VIREAD 300 MG TABLET ON MARCH 18, 
2003. VIREAD WAS FIRST MARKETED IN CANADA ON | 
MarcH 15, 2004. | 


The Chairperson's decision in this matter will be 
released and posted on the PMPRB’s website as 
soon as he has had the opportunity to consider the 
submissions received. 


The Notice and Comment and proposed ARC are 
available on the PMPRB website under 
Publications; Notice and Comment -— Viread. 


VOLUNTARY COMPLIANCE 
UNDERTAKINGS 


Under the Compliance and Enforcement Policy, 
patentees are given an opportunity to make a 
Voluntary Compliance Undertaking (VCU) when 
Board Staff conclude, following an investigation, 
that a price appears to have exceeded the Board’s 
Price Guidelines. Approval of a VCU by the 
Chairperson is an alternative to the commencement 
of formal proceedings through the issuance of a 
Notice of Hearing. Under the Board’s Compliance 
and Enforcement Policy, a VCU can also be submitted 
following the issuance of a Notice of Hearing. A 
VCU submitted at this point must be approved by 
the Board. 


In 2003, the Chairperson approved two VCUs for 
the patented medicines Aromasin and Dostinex. 


In addition, on March 31, 2003, the Board approved 
a VCU submitted for the patented medicine 
Remicade. 


In May 2004, before the release of this Annual 
Report, the Chairperson approved a VCU for the 
patented medicine One-Alpha. 
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REMICADE, SCHERING CANADA INC. 


On December 16, 2002, the Chairperson of the 
Board issued a Notice of Hearing to consider 
whether under sections 83 and 85 of the Patent Act 
(Act), the medicine Remicade had been, and is 
being, sold by Schering Canada Inc. (Schering) at 
prices exceeding the Guidelines. The matter was 
reported in the 2002 Annual Report at page 16. 


Remicade is sold pursuant to a Notice of 
Compliance issued by Health Canada on June 6, 
2001 for the treatment of Crohn’s disease and to a 
Notice of Compliance issued on September 27, 
2001 for the treatment of rheumatoid arthritis. 


A pre-hearing conference was held in February 
2003 and the matter scheduled to be heard by the 
Board commencing on April 22. On March 18, 
Schering and Board Staff filed a joint submission 
proposing that the Board approve a Voluntary 
Compliance Undertaking (VCU) to resolve issues 
raised by the Notice of Hearing. The Board accept- 
ed the VCU agreed to by Schering and Board Staff, 
benefiting patients with an immediate price reduc- 
tion of approximately 20% and bringing the price 
of Remicade within the Board’s Price Guidelines. 
The terms of the VCU required that the average trans- 
action price not exceed $909.51 per vial for the 
balance of 2003. Under the Guidelines, future price 
increases for Remicade are limited to increases in 
the Consumer Price Index (CPI). Also, to offset 
excess revenues from past sales of Remicade, 
Schering made a payment to the Government of 
Canada in the amount of approximately $7.8 million. 


AROMASIN, PHARMACIA CANADA INC. 


On April 26, 2003, the Chairperson approved a 
VCU from Pharmacia Canada Inc. (Pharmacia) for 
the drug product Aromasin (exemestane). A report 
of the VCU was published in the 2002 Annual 
Report on page 16. 


DOSTINEX, PFIZER CANADA INC. 


On October 21, 2003, the Chairperson approved a 
VCU from Pfizer Canada Inc. for Dostinex (caber- 
goline). 


Dostinex was introduced in Canada by Pharmacia 
Canada Inc. (now Pfizer Canada Inc.) on June 30, 
2000 and is used for the treatment of hyperpro- 
lactinaemia, inhibition of physiological lactation 
and suppression of established lactation. On 
November 8, 2000 the patent pertaining to 
Dostinex expired and the manufacturer submitted 
that it was not subject to the jurisdiction of the PMPRB 
after that date. There are four patent applications 
which pertain to Dostinex, but none of the patents 
have issued. Dostinex continues to be available on 
the Canadian market. It is listed in the June 2003 
edition of the “Liste de médicaments du Québec” 
at $12.65 per tablet. 


For the purposes of the PMPRB's Guidelines, 
Dostinex was classified as a category 2 new medicine 
in that it represented a substantial improvement in 
therapeutic effects. The median of international 
prices identified in an International Price Comparison 
Test was applied; the introductory price of Dostinex 
exceeded the maximum non-excessive (MNE) 
price with resulting excess revenues of $42,116.31 
during the period June 30 to November 8, 2000. 


The terms and conditions of the VCU were agreed 
to between Board Staff and the patentee. Having 
considered the evidence before him, the 
Chairperson approved the VCU submitted by 
Pfizer. Under the terms of the VCU, Pfizer under- 
took to offset excess revenues received for the sales 
of Dostinex for the period June 30 to November 8, 
2000 by making a payment to the Government of 
Canada in the amount of $42,116.31. 
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ONE-ALPHA, LEO PHARMA INC. 


On May 6, 2004, the Chairperson approved a VCU 
from LEO Pharma Inc. for One-Alpha (alfacalcidol). 


One-Alpha is indicated for the management of 
hypocalcemia, secondary hyperparathyroidism and 
osteodystrophy in patients with chronic renal failure. 


LEO Pharma began selling One-Alpha on January 1, 
2001. Its patent expired on May 12, 2004. 


For purposes of the PMPRB’s Excessive Price 
Guidelines, One-Alpha injectable was classified as a 
category 3 medicine as it represented a new 
dosage form of an existing medicine. Prior to the 
introduction of the parenteral formulation, One-Alpha 
was available in oral capsule and in drops. By 
applying the Guidelines, Board Staff concluded 
that the price of One-Alpha of $15.00 per ml 
exceeded the maximum non-excessive (MNE) price 
in 2001 of $12.50 per ml by 20%. Although the 
price was lowered in 2002 and 2003, it continued 
to exceed the Excessive Price Guidelines by less 
than 5%. As a result, Board Staff calculated that 
LEO Pharma received excess revenues. of 
$23,049.10 during the period January 1, 2001 to 
December 31, 2003. 


Under the terms and conditions of the VCU, LEO 
Pharma undertook to reduce the average selling 
price of One-Alpha within 30 days of acceptance of 
the VCU so that the average price for 2004 does 
not exceed the 2004 MNE price of $13.3750 per 
ml. To offset excess revenues received during the 
period of January 1, 2001 to December 31, 2003, 
LEO Pharma made a payment to the Government 
of Canada in the amount of $23,049.10. 


THE PRICES OF AROMASIN AND REMICADE WILL REMAIN 
UNDER THE BOARD’S JURISDICTION UNTIL THE EXPIRY OF 
THEIR RESPECTIVE PATENTS. 


PURSUANT TO SECTION 103 OF THE PATENT ACT, THE 
MINISTER OF HEALTH MAY ENTER INTO AGREEMENTS 
WITH ANY PROVINCE RESPECTING THE DISTRIBUTION OF 
“AMOUNTS COLLECTED AS A RESULT OF ORDERS MADE 
UNDER THE ACT. | 


THE VCUS ARE AVAILABLE on ee re 
UNDER PUBLICATIONS. 


QUASI-JUDICIAL ACTIVITIES 


FASTURTEC, SANOFI-SYNTHELABO 
CANADA INC. 


On May 21, 2004, the Chairperson of the Board 
issued a Notice of Hearing to consider whether, 
under sections 83 and 85 of the Act, the medicine 
Fasturtec is being or has been sold by Sanofi- 
Synthelabo Canada Inc. in any market in Canada at 
prices exceeding the Guidelines. 


Fasturtec has been sold under Health Canada’s 
Special Access Program since May 21, 2002. It is 
indicated for the treatment and prevention of 
hyperuricemia in paediatric and adult cancer 
patients. It is administered intravenously. 


The Board has scheduled a public hearing for 
August 23, 2004, and a pre-hearing conference for 
July 6, 2004. 


ALL REQUESTS FOR INFORMATION SHOULD BE 
ADDRESSED TO THE SECRETARY OF THE BOARD. 
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REMICADE, SCHERING CANADA INC. 


On December 16, 2002, the Chairperson of the 
Board issued a Notice of Hearing to consider 
whether under sections 83 and 85 of the Act, the 
medicine Remicade had been, and is being, sold by 
Schering Canada Inc. at prices exceeding the 
Guidelines. Details on this matter appear in the 
Voluntary Compliance Undertaking section of this 
report on page 15. 


NICODERM, HOECHST MARION 
ROUSSEL CANADA INC. 


On April 20, 1999, the Chairperson of the Board 
issued a Notice of Hearing to consider whether, 
under sections 83 and 85 of the Act Nicoderm is 
being, or has been, sold by Hoechst Marion Roussel 
Canada Inc. (HMRC) in Canada at a price that, in 
the opinion of the Board, is excessive and if so, 
what order, if any, should be made. The matter was 
reported on page 17 of last year’s Annual Report. 


Following the issuance of the Board’s decisions, in 
1999 and 2000 affirming its jurisdiction to conduct a 
hearing into the price of Nicoderm, HMRC com- 
menced two judicial review applications in the 
Federal Court of Canada seeking to set aside the 
Board’s decisions. These matters are currently 
under case management before the Federal Court. 


Although the judicial review applications have not 
yet been heard on the merits, a number of inter- 
locutory matters have been dealt with by the 
Federal Court and the Federal Court of Appeal. 


On June 25, 2003, the Prothonotary of the Federal 
Court heard a motion for production of documents 
filed by HMRC seeking production of the Board 
Staff Report to the Chairperson. In a decision ren- 
dered on November 14, 2003, the Prothonotary 
denied HMRC’s request. This decision was 
appealed to the Federal Court. On March 31, 
2004, the Federal Court issued its decision denying 
HMRC’s request for production of the Board Staff 
Report. 


A hearing date for the judicial review applications 
has not yet been established, however it is antici- 
pated that the hearing would proceed in late fall. 


Nicoderm is a transdermal nicotine patch, indicated 
as an aid for smoking cessation for the partial relief 
of nicotine withdrawal symptoms. 


THE BOARD’S DECISIONS ARE POSTED ON THE PMPRB 
_ WEBSITE UNDER PUBLICATIONS; HEARINGS. — 
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REPORTING INFORMATION 


ON KEY PHARMACEUTICAL TRENDS 


TRENDS IN MANUFACTURERS’ 
SALES OF DRUGS IN CANADA 
AND OTHER COUNTRIES 


As shown in Table 4, on page 19, the PMPRB esti- 
mates that total manufacturers’ sales in Canada of 
pharmaceuticals for human use rose to $15 billion in 
2003, a 14.5% increase over 2002.7 This rate of 
growth is slightly more than the 13.9% recorded in 
the previous year, and constitutes the sixth succes- 
sive year of annual increases exceeding 10%. 


According to the information filed by patentees, 
sales of patented drugs rose by 14.8% to $10.1 billion 
in 2003. This rate of growth in 2003 was lower 
than any seen since 1996. 


Figure 1, on page 9, shows sales of all medicines by 
type, including patented and non-patented drugs. 
Patented drugs made up 67.4% of total sales in 
2003, unchanged from their share in 2002. The 
share of patented drug sales had risen steadily from 
1996 (when patented products accounted for 45% 
of drug sales) to 2002. 


Non-patented medicines include products for 
which all patents have expired, those that have not 
yet or never will be patented and generic copies of 
other medicines. Before 1996 sales of non-patented 
brand name drugs accounted for nearly half of 
total drug sales. This share has declined steadily, 
reaching 21.3% ($3.2 billion) in 2003. In contrast, 
the share of generic products in total drug sales has 


changed very little, standing at 11.7% ($0.7 billion) 
in 1996 and 11.3% ($1.7 billion) in 2003. 


THE GLOBAL CONTEXT 


It has been reported that manufacturers’ sales in 
major world markets of drugs for human use were 
$409 billion in the year ending November 2003.8 
As shown in Figure 4, drug sales in Canada 
accounted for 2.8% of this total. The U.S. market is 
the largest in the world, with more than twice the 
combined sales of Canada, France, Germany, Italy, 
and the U.K. 


7 Total sales by manufacturers are estimated by adding the total sales reported by patentees and an estimate of generic sales in 
Canada. Patentees are required, under the Patented Medicines Regulations, to submit to the PMPRB information showing their annual 
total pharmaceutical sales for both patented and non-patented drugs in Canada. 


IMS Health publishes estimated sales of pharmaceuticals by individual firms. Generic sales are calculated by summing IMS Health 
estimates of sales among companies belonging to the Canadian Generic Pharmaceutical Association (CGPA). This year’s increase of 
16.4% in estimated generic sales reflects in part the inclusion of a company (Cobalt Pharmaceuticals Inc.) not covered by estimates 
in previous years (when the company was not a member of CGPA). Growth in generic sales was 15.9% in 2003 excluding this 
company. 

Beginning with the year 1999, the calculation of manufacturers’ sales of all drugs and patented drugs includes the sales of drug 
products for human use only. 


8 IMS Health’s Drug Monitor, November 2003 (www.imshealth.com). “Sales figures cover direct and indirect pharmaceutical channel 
purchases (pharmacies plus hospitals and mail order where indicated) from pharmaceutical wholesalers and manufacturers in 13 key 
international markets. Sales figures include prescription and certain over-the-counter data, and represent manufacturers’ prices. 
These 13 countries account for over two thirds of the world market.” The 13 countries include Argentina, Australia, Brazil, Canada, 
France, Germany, Italy, Japan, Mexico, New Zealand, Spain, the U.K. and the U.S. 
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Table 4 Manufacturers’ Sales of All Drugs and Patented Drugs for Human and Veterinary Use 
1990-1998; and Human Use 1999-2003 


Year Total Patented Patented Drugs as 
Percentage of Total 


Sales Change * Sales Change * 
($ billions) (%) ($ billions) (%) 


15.0 14.5 10.1 14.8 67.4 
i Fe iS 8.8 173 67.4 
es 15.0 7.5 1829 65.0 
2000 10.0 12.4 6.3 16.7 63.0 
1999** 8.9 16.8 5.4 21.0 61.0 
1998 7.8 11.4 4.3 18:9 55:} 
1997 7.0 7.0 Sei. 22.6 52.9 
1996 6.6 10.0 3.0 1275 45.0 
1995 6.0 lez 2.6 10.8 43.9 
1994 3.9 9.3 2.4 -2.1 40.7 
1993 5.4 125 2.4 9.4 44.4 
1992 4.8 9,1 22 14.0 43.8 
1491 4.4 18.9 2.0 1321 43.2 
1990 oer - inv - 43.2 


* Percentage changes are based on exact (not rounded) sales figures. 


** The percentage change from 1998 of 16.8% for total drugs and 27.0% for patented drugs represents the change in sales 
of drugs for human use only. 


Sources: PMPRB and IMS Health 
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FIGURE 4 
Share of Pharmaceutical Sales, 2003 
Others 7.8% Canada 2.8% 


Japan 16.6% 


U.K. 4.1% 


Italy 4.0% 
France 5.8% 4 

U.S. 51.9% 

Germany 7.0% 


Source: IMS Health 
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FIGURE 5 
Year-over-Year Changes in Pharmaceutical Sales, 2000-2003 
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FIGURE 6 


Growth in Pharmaceutical Sales for 2003 
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FIGURE 7 

Pharmaceutical Expenditures as a Share of GDP 
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As shown in Figure 5, drug sales in Canada have 
grown faster in recent years than sales in other 
major markets according to IMS Health. Estimates 
published for the year ending November 2003 
show sales growth in Canada has exceeded that in 
other major markets. As shown in Figure 6, year- 
over-year sales growth in Canada (12%) exceeded 
growth in the U.S. (10%), the U.K. (9%), Germany 
(6%), France (5%) and Italy (2%) in 2003. 


Figure 7 depicts pharmaceutical expenditure as a 
percentage of GDP as reported by the OECD.9 Each 
country experienced an increase in its pharmaceutical 
expenditure-to-GDP ratio between 1990 and 2001, 
with Canada’s ratio rising from 1.0% to 1.6%. 
Canada’s expenditure-to-GDP ratio nonetheless 
remained well within the range reported for the 
other countries, and only slightly below the U.S. 
ratio of 1.7%. 


9 The measure of expenditures used here is the Organisation 
for Economic Cooperation and Development’s (OECD) 
“total expenditure on pharmaceuticals and other medical 
non-durables”. Although dominated by pharmaceuticals, 
this measure encompasses certain non-pharmaceutical drug- 
store items. It does not include drug expenditures by hospi- 
tals. This chart was developed using data from the OECD 
website at www.oecd.org. 
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TRENDS IN DRUG PRICES AND TE 
EXPENDITURES Year-Over-Year Changes in the PMPI, 1988-2003 


PRICES OF PATENTED DRUGS IN 2003 5 


To monitor the trends in manufacturers’ prices of 
patented drugs the PMPRB maintains the Patented 
Medicine Price Index (PMPI). The PMPI measures 
average year-over-year changes in the ex-factory 
prices of patented drug products sold in Canada. 
The PMPI is updated annually using price and sales 
information reported by patentees.10 


As measured by the PMPI, shown in Figure 8, 
manufacturers’ prices of patented drugs fell by 
1.1% in 2003. This result continues a pattern of 
declines and near-negligible increases that began 
in 1993. The price stability observed in 2003 was 
broadly based: the great majority of patented drug 
prices either fell or rose by less than 1% in 2003. 


1988 1989 1990 1991 1992 1993 1994 1995 1996 1997 1998 1999 2000 2001 2002 2003 


Source: PMPRB 


PRICE TRENDS OF ALL DRUGS — 
PATENTED AND NON-PATENTED 


The Patent Act provides that, among other factors, FIGURE 9 
the PMPRB shall consider changes in the Consumer Year-over-Year Changes in the PMPI, IPPI (Pharma) and CPI, 1988-2003 
Price Index (CPI) in determining whether the price % 


of a patented medicine is excessive. Figure 9 shows 
that CPl-inflation has exceeded increases in patented 
drug prices, as measured by the PMPI, in almost 
every year since 1988.11 This happened again in 
2003, with CPl-inflation exceeding the rate of PMPI 
change by 3.9%.12 


sem (PPL (Pharma) 


1988 1990 1992 1994 1996 1998 2000 2002 2003 


Sources: PMPRB and Statistics Canada 


10 See the PMPRB's A Description of the Laspeyres Methodology Used to Construct the Patented Medicine Price Index (PMPI), March 1997, 
revised June 2000, for a detailed explanation of the PMPI. Also see A Description of the Major Price Indexes for Pharmaceuticals, produced 
by Statistics Canada and the PMPRB, January 2001. The PMPI measures the overall change in the prices of existing patented drug 
products. It is not designed to measure the effects of changes in the quantities of drugs consumed or substitution among drugs 
(for example, the use of newer drugs in place of older, possibly less costly drugs) on sales. As of the 1999 Annual Report, the 
PMPI includes only prices of patented drugs for human use. 


11 1992 is the only year in which the PMPI rose at a faster rate than the CPI. To facilitate and encourage compliance by patentees, 
the PMPRB's CPl-adjusted methodology uses the forecast rate of CPI inflation published by the Department of Finance. The forecast 
CPI inflation rate for 1992 had been 3.2%, but the actual rate was 1.5%. For a full explanation of the CPl-adjusted methodology 
please refer to Schedule 4 of the PMPRB’s Compendium of Guidelines, Policies and Procedures. 


12 Statistics Canada, CANSIM, Series V735319. 
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FIGURE 10 


Summary of Price Trends, Average Annual Percentage Changes, 
1982-1987, 1988-2003 
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That increases in the PMPI have been consistently 
less than CPl-inflation is not surprising. This outcome 
reflects a component of the PMPRB’s Guidelines 
that requires price increases over any three-year 
period to be less than CPl-inflation. This requirement, 
applied to patented drugs on a product-by-product 
basis, has the effect of establishing CPl-inflation as 
an upper bound on PMPI growth over any period 
of three years or more.!3 In practice, PMPI growth 
never attains this upper bound because some man- 
ufacturers do not raise their prices by the full 
amount permitted under the PMPRB's Guidelines 
or even reduce their prices. 


INDUSTRIAL PRODUCT PRICE INDEX 
(IPPI) 


Figure 9 seen on page 21, also depicts the year-over- 
year changes in the pharmaceutical component of 
Statistics Canada’s Industrial Product Price Index 
[IPP] (Pharma)]. This is an index of manufacturers’ 
prices for all pharmaceutical products manufactured 
in Canada, encompassing patented and non-patented 
drugs produced for domestic and export sale.14 
The IPPI (Pharma) rose by 1.4% in 2003, after having 
remained virtually unchanged from 1993 to 2001 
and rising by 4.0% in 2002.15 


As illustrated by Figure 10, a distinct break in phar- 
maceutical producer price trends seems to have 
occurred in 1987. From 1988 to 2003 the IPPI 
(Pharma) increased at an annual average rate of 
approximately 1.8%, exceeding the corresponding 
average PMPI increase of 0.5% but falling below 
the average CPI inflation rate of 2.6%. A much dif- 
ferent situation prevailed between 1982 and 1987: 
the IPP! (Pharma) rose at an average annual rate of 
9.0% over this period, while average CPl-inflation 
was 5.6%. 


13 The PMPRB’s Guidelines on Excessive Prices also impose a cap on year-over-year price increases equal to one-and-one-half times 


the rate of CPl-inflation for the year in question. 


14 The IPPI (Pharma) does not encompass pharmaceutical products that are imported and sold in Canada, but does include exported 
drug products and non-patented drugs. According to Statistics Canada, imports accounted for about 60% of total drug sales in 


2003. 
15 Statistics Canada, CANSIM, Series V1576093. 
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PRICE TRENDS IN CANADA AND THE 
UNITED STATES 


Figure 11 compares annual changes in the phar- 
maceutical component of the U.S. Product Price 
Index [PPI (Pharma)] to annual changes in the IPPI 
(Pharma) before and after 1987. The U.S. PPI 
(Pharma) measures price increases of all pharma- 
ceuticals at the factory-gate.16 It is similar in 
construction to the Statistics Canada IPPI (Pharma). 


Here again, a marked change in growth patterns 
occurred in 1987. Increases observed in the 
Canadian IPPI (Pharma) outpaced the U.S. PPI 
(Pharma) in all years up to 1987. From 1987 to 
2003, growth in the Canadian IPPI (Pharma) was 
considerably less than growth in the U.S. PPI 
(Pharma), except in 2002. Increases in the PMPI 
have been less than increases in the U.S. PPI 
(Pharma) throughout this period. 


RELATIONSHIP OF CANADIAN PRICES TO 
FOREIGN PRICES: PAST AND PRESENT 


The results of the previous section show drug 
prices in Canada have changed over time. It is also 
of interest to compare Canadian prices relative to 
those in other countries. 


In accordance with the Patent Act and the Patented 
Medicines Regulations, patentees must report all 
publicly available ex-factory prices of patented 
drugs in seven foreign countries: France, Germany, 
Italy, Sweden, Switzerland, the United Kingdom 
and the United States. The PMPRB uses this foreign 
price information: 


e to conduct the International Price Comparison 
(IPC) tests specified in the Guidelines; and 


e to compare drug prices in Canada with other 
countries. 


Figure 12 shows the relationship between Canadian 
prices and the corresponding median price among 
the seven comparator countries over the period 


FIGURE 11 


Year-over-Year Changes in Pharmaceutical Price Indices, Canada and the U.S. 
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FIGURE 12 


Ratio of Canadian Prices of Patented Drugs to Median International Prices, 


1987-2003 
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1987 to 2003.17 Canadian prices were on average 
23% higher than the median international price in 
1987. This ratio declined and remained relatively 
stable at levels 5% to 12% below parity from 1994 
to 2001, with the ratio rising to 1.01 in 2002. In 2003 
the ratio was again below parity, with Canadian 
patented drug prices being on average about 95% 
of the corresponding median international price. 


In the 2002 Annual Report, we reported that the 
PMPRB would investigate the factors which might 
explain the change in the relationship of Canadian 
to foreign prices for patented drugs. 


16 U.S. Bureau of Labor Statistics, Producer Price Index - Commodities, Series ID: Wpu063. 


17 The methodology used by the PMPRB in conducting foreign price comparisons can be found in the Compendium of Guidelines, 
Policies and Procedures and in two papers published with the Road Map for the Next Decade in 1998 entitled Trends in Patented 


Drug Prices and Verification of Foreign Patented Drug Prices. 
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The statistic presented in Figure 12 is a revenue- 
weighted average of the ratio of the Canadian price to 
the median international price for each drug product 
reported in each year. A key step in this calculation is 
the conversion of foreign prices in original currencies 
to their Canadian-dollar equivalents.18 Changes over 
time in the average ratios can thus reflect: 


e trends in Canadian prices; 
e trends in international prices; 
e exchange rate movements; 


e changes in the set of drug products covered (as 
new patented drugs are introduced to Canada 
and older drugs go off patent); and 


e shifts in revenue shares among drug products. 


ESP TE VE PTT SSO PTO) 
FIGURE 13 
Average Foreign to Canadian Price Ratios, Patented Drug Products 
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Exchange rate movements are the leading source 
of year-to-year fluctuations of the average ratios. 
The pronounced increase in the average ratios 
between 2001 and 2002 was due in roughly equal 
measure to the appreciation of the Canadian dollar 
against key foreign currencies and short-term 
movements in foreign prices. The increase disappears 
when the 2002 ratio is recalculated holding 
exchange rates and foreign prices at their 2001 values. 
Similar experiments involving Canadian prices, 
expenditure weights and the set of drugs used in 
calculating the ratio show that these factors had no 
role in causing the increase. 


Figure 13 shows the relationship between 
Canadian prices for patented drug products and 
prices in each of the seven comparator countries. 
In 1987 Canadian prices were, on average below 
U.S. prices, but above those in all other countries. 
By the mid-1990s the situation had changed dra- 
matically, with Canadian prices now in the 
mid-range of the six European countries. This situ- 
ation still prevailed in 2003, with prices of patented 
drugs in Canada being on average somewhat less 
than prices in the U.K, Germany and Switzerland, 
but greater than prices in France, Italy and Sweden. 
As in previous years, U.S. prices appear to be sub- 
stantially higher than prices in both Europe and 
Canada.19 


18 The PMPRB performs all currency conversions for a given period using a simple average of spot exchange rates recorded in the 
preceding 36 months. This approach has a smoothing effect, limiting the influence of transitory exchange rate adjustments on 
Canadian-to-foreign price comparisons. It also has the property of phasing-in the effects of long-term exchange rate movements. 
Because of this, a long-term appreciation or depreciation of the Canadian dollar may continue to produce adjustments in 
Canadian-to-foreign price ratios up to three years after the exchange rate shift has taken place. 


19 The pharmaceutical industry in the U.S. has argued that the publicly available prices in that country do not reflect actual prices 
because of confidential discounts and rebates. Effective January 2000, and following public consultation, the PMPRB began including 
prices listed in the U.S. Federal Supply Schedule (FSS) in calculating the average U.S. price of patented drugs. The FSS prices are 
negotiated between manufacturers and the U.S. Department of Veterans Affairs. They are typically less than other publicly available 


U.S. prices reported to the PMPRB by manufacturers. 
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EXPENDITURES ON DRUGS AT THE 
RETAIL LEVEL 


Despite the moderating influence of prices, total 
retail spending on drugs by Canadians has grown 
rapidly in recent years. The Canadian Institute for 
Health Information (CIHI) estimates retail spending 
grew by 10.4% in 2001 to $16.7 billion and fore- 
casts growth of 8.8% in 2002 to $18.1 billion and 
8.1% in 2003 to $19.6 billion.20 


Retail spending on drugs made up 15.7% of total 
health spending in Canada in 2001, and is forecast 
to increase to 16.0% in 2002 and to 16.2% in 
2003. CIHI also reports that prescribed drugs 
account for an increasing share of total retail drug 
spending, rising from 70.3% in 1990 to a forecast 
81.6% in 2003. 


Consumers often ask why changes in total drug 
expenditures usually exceed corresponding 
changes in drug prices.21 One factor is differences in 
relevant price concepts. While the PMPRB reports 
average changes in prices at the manufacturers’ 
level, total drug expenditures reflect changes in the 
quantity of drugs purchased and prices at the retail 
level. These prices include wholesale and retail 
mark-ups, as well as pharmacists’ professional fees. 
Statistics Canada measures changes in retail prices of 
prescription drugs with the Consumer Price Index 
for prescribed medicines, CPI (Rx). Figure 14 shows 
that prices of prescription medicines at the retail 
level have risen in every year since 1997, registering 
year-over-year growth of 0.7% in 2003.22 


Even after accounting for growth in retail prices, 
most of the increase in spending on drugs is left to 
be explained. There are several other factors, mostly 
related to changes in the volume and composition 
of drug utilization that have caused expenditures 
to increase well beyond the small changes in drug 
prices described above. These are outlined in 
Figure 15. The control of one factor (e.g., drug prices 
at the factory or retail level) does not guarantee 
control of total expenditures. Even if drug prices were 
constant (or declined, as have patented drug prices 
on the whole), changes in other factors (e.g., volumes 
of drug products consumed) could easily produce 
large increases in total drug expenditures. Studies 
conducted by the PMPRB of provincial drug plans 
have suggested that increased utilization of existing 
and new drugs accounts for most of the recent 
growth in expenditures.23 


FIGURE 14 
Year-over-Year Changes in the CPI (Rx) Index, 1988-2003 
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Source: Statistics Canada 


20 Canadian Institute for Health Information (CIHI), National Health Expenditure Trends, 1975-2003. CIHI’s estimates have been 
assembled from several data sources: Statistics Canada’s annual Survey of Household Spending (for private out-of-pocket expenditure 
on prescribed drugs), provincial and federal public accounts (for public drug expenditure), data provided by the Canadian Life 
and Health Insurance Association (for drug benefits paid by private insurers) and information provided by the market research 
firm A.C.Nielson (Canada) (for expenditure on over-the-counter drugs). Additional information about the source report and 
about CIHI are available from its website at www.cihi.ca. 


21 In its study, Analysis of Drug Claim Costs 1997-2001, Green Shield Canada found that while drug costs for the average claim rose 
at an average annual rate of 7.4%, drug prices decreased on average by 0.2% annually over the same period. 


22 Statistics Canada, CANSIM, Series V737546. 
23 PMPRB, Provincial Drug Plan Overview Report: Pharmaceutical Trends, 1995-96 -1999-00, September 2001. 
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FIGURE 15 
Factors Affecting Total Drug Expenditures 


e changes in the total population 


e changes in the demographics and health status of the 
population (i.e. towards those with increased medication 
needs) 


e changes in the unit prices of drugs (both patented and 
non-patented) 


e changes in retail and wholesale mark-ups and professional 
fees 


e changes in the prescribing habits of physicians (i.e. from 
older, less expensive medications to newer, relatively 
more expensive medications to treat the same underlying 
diagnosis) 

e changes in utilization of drugs on a per patient basis 
(i.e. more medications per patient per year) 


e trends towards using drug therapy instead of other 
treatments (e.g. as alternatives to surgery in some cases) 


e the appearance of new diseases requiring pharmaceutical 
therapy 


e the introduction of new drugs to treat conditions for 
which effective pharmaceutical therapies previously did 
not exist 


e the introduction of new drugs embodying appreciable 
improvements over existing pharmaceutical therapies 


Source: PMPRB 


FIGURE 16 
Year-over-Year Changes in the PMPI and the PMQI, 1988-2003 
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TRENDS IN QUANTITIES OF PATENTED 
DRUG PRODUCTS SOLD IN CANADA 


The price and sales data used to calculate the PMPI 
also allow the PMPRB to examine trends in the 
quantities of patented drugs sold in Canada. The 
PMPRB maintains the Patented Medicine Quantity 
Index (PMQI) for this purpose.24 Figure 16 displays 
annual average rates of utilization growth as meas- 
ured by the PMQI. These results show that volumes 
of patented drugs sold have consistently risen 
much faster than prices. From 1988 to 2003 the 
average annual increase in quantities of patented 
drugs sold was approximately 12.7%. Growth in 
2003 amounted to 14.1% of the previous year’s 
volumes. 


TRENDS BY MAJOR THERAPEUTIC 
Group (ATC CLASs) 


For purposes of price review, the PMPRB classifies all 
drugs sold in Canada according to the World Health 
Organization’s (WHO) Anatomical Therapeutic 
Chemical (ATC) classification system. Table 5 breaks 
out the sales of patented drugs in Canada in 2003 
according to major therapeutic groups.25 


24 Like the PMPI, the PMQI is calculated using a chained Laspeyres index formula, with ratios of quantities in successive periods replacing 
the price ratios of the PMPI. Here again, the aggregate value of the index is obtained as a revenue-weighted average of ratios at 
the level of individual products. The PMQI covers only patented drugs, and may not accurately represent utilization trends in the 


overall pharmaceutical market. 


25 It should be noted that shares of sales by ATC group for all drugs in Canada may differ from shares obtained for patented drugs. 
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The last column in Table 5 gives the contribution of + blood and blood-forming organs; and 
each therapeutic class to overall sales growth (calcu- 
lated as sales growth within the class weighted by 
its share of total expenditures). By this measure the 


leading drivers of growth were drugs related to: These four classes accounted for almost two-thirds 


of the growth in manufacturers’ sales between 
2002 and 2003. 


e the alimentary tract and metabolism (such as 
drugs treating ulcers). 


e the nervous system (such as drugs treating 
depression); 


e the cardiovascular system (such as lipid-reducing 
agents and drugs treating hypertension); 


Table 5 Manufacturers’ Sales of Patented Drugs for Human Use by Major Therapeutic Group, 2003 


ATC Main Group Sales Share Growth Contribution to 
of Total from 2002 Total Expenditure 
Growth 


$M % % 


: Alimentary tract and 123 
Metabolism 


: Blood and Blood 
Forming Organs 


: Cardiovascular System 
: Dermatologicals 


: Genito-urinary System 
and Sex Hormones 


: Systemic Hormonal 
Preparations, Excluding 
Sex Hormones 


General Antiinfectives for 
Systemic use; and 
: Antiparasitic Products 26 


Antineoplastics and 835.2 : 130.5 
Immunomodulating Agents 


: Musculo-skeletal System 703.7 : 87.2 
: Nervous System 1734.7 314.8 
: Respiratory System 617.9 : 58.8 
: Sensory Organs 1125 11.4 
V: Various 373 eS 


Total 10109.9 1340.6 


Source: PMPRB 
* The percentage may not equal 100 due to rounding 


26 These groups have been combined for reasons of confidentiality. 
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NATIONAL PRESCRIPTION DRUG 
UTILIZATION INFORMATION 
SYSTEM 


In September 2001, Federal/Provincial/Territorial 
Ministers of Health announced the establishment 
of the National Prescription Drug Utilization 
Information System (NPDUIS) based on a Business 
Case prepared by the PMPRB and the Canadian 
Institute for Health Information (CIHI). The purpose 
of the NPDUIS is to provide critical analyses of 
price, utilization and cost trends so that Canada’s 
health system has more comprehensive, accurate 
information on how prescription drugs are being 
used and on sources of cost increases. 


The responsibilities of the PMPRB in this undertaking 
have been established by the Minister of Health 
pursuant to Section 90 of the Patent Act. In the 
Minister’s letter of October 2002, the Minister has 
requested that the PMPRB “inquire into trends in 
pharmaceutical prices, expenditures and cost drivers, 
and such other analytical studies, as described in the 
Business Case, and endorsed by the Steering 
Committee.” The provisions of this letter are estab- 
lished through a Memorandum of Understanding 
between Health Canada and the PMPRB covering 
the period from April 1, 2002 until March 31, 2005. 


The NPDUIS initiative has two major elements: 


e the development and implementation of a pre- 
scription claims level drug database capable of 
incorporating program data from publicly- 
funded drug plans; and 


e the production of analytical reports relying on 
information in this database. 


CIHI is responsible for the first of these elements, 
while as requested by the Minister of Health, the 
PMPRB is principally responsible for the second. 


A steering committee comprising representatives 
of public drug plans and Health Canada advises 
CIHI and the PMPRB on the development of the 
NPDUIS databases and analyses. The steering com- 
mittee met three times in 2003, to discuss 
technical issues on database development and 
direction for analytical studies. 


As a result of the steering committee meetings, the 
PMPRB confirmed the importance to the public 
plans of the items on its NPDUIS research agenda. 
During the June 2003 meeting, public drug plan 
officials agreed to expedite the PMPRB’s work by 
sharing their aggregated drug expenditures data. 
As of November 2003, nine public drug plans had 
shared data with the PMPRB. 


The projects that have been approved for 2004- 
2005 are listed below along with a brief 
description. The first two projects follow from earlier 
analytical cost-driver work conducted by the PMPRB 
in relation to the structure and performance of 
provincial pharmaceutical reimbursement programs. 


NON-INSURED HEALTH BENEFITS COST 
DRIVERS STUDY 


This study — completed in spring 2004 — examines 
spending on drugs within the Non-Insured Health 
Benefits Program of the First Nations and Inuit 
Health Branch of Health Canada over the period 
from 1999-2000 to 2001-2002. The study provides 
decision-makers with information on drug expen- 
diture that will help in dealing with the challenge of 
providing programs and services in an environment 
of fixed limited resourcing levels. 


PHARMACEUTICAL TRENDS OVERVIEW 
REPORT 


Work commenced in spring 2004 on the 
Pharmaceuticals Trends Overview Report which will 
examine trends in provincial drug expenditures; 
expenditures by therapeutic class; disaggregated 
expenditure growth into its component factors; 
costs per beneficiary; and costs of drugs per 
defined daily dose. 
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BUDGET IMPACT ANALYSIS 
METHODOLOGY 


This project will develop methodological guidelines 
for calculating the net financial impact of a provincial 
drug plan listing a new drug as a benefit. The 
PMPRB is partnering on this project with the 
Canadian Coordinating Office for Health 
Technology Assessment (CCOHTA) due to the 
overlap of this project with CCOHTA’s Common 
Drug Review initiative. Input from interested parties 
will be sought. 


PROGRAM EXPENDITURE FORECASTING 
METHODOLOGY 


In the last decade growth in public drug program 
plan expenditure has been rapid and volatile. This 
combination makes budgeting for drug plan 
expenditures a challenge. The goal of this project is to 
develop best practices in forecasting drug program 
expenditure. 


Input and methodological advice for this project 
will be sought from interested stakeholders and 
outside experts. 


THERAPEUTIC COST INDEX 


The PMPRB will develop an index that calculates 
the average increase in costs per defined daily dose 
(DDD) that reflects that patients do switch from 
one drug to another. These results will be calculated 
in aggregate for all drugs and by leading therapeutic 
classes using the data supplied to the PMPRB by 
the participating public drug plans. 


Methodological advice for this project will be 
sought from outside experts. 


For current information on the PMPRB’s and CIHI’s 
involvement in NPDUIS, please visit their respective 
websites — at www.pmprb-cepmb.gc.ca and 
www.cihi.ca. 


ANALYSIS OF RESEARCH-AND- 
DEVELOPMENT EXPENDITURE 


With the adoption of the 1987 amendments to the 
Patent Act (Act), Canada’s Research Based 
Pharmaceutical Companies (Rx&D) made a public 
commitment that brand name manufacturers 
would increase their annual research-and-develop- 
ment (R&D) expenditure to 10% of sales revenue 
by 1996.27 


Under the Act, the PMPRB monitors and reports on 
R&D spending, but has no regulatory authority 
over the amount or type of research spending by 
patentees. This chapter provides key statistics on 
the current state of pharmaceutical research invest- 
ment in Canada. 


DATA SOURCES 


The results presented here were derived from data 
patentees have submitted to the PMPRB. The Act 
requires each patentee to report its revenue from 
sales of drugs (including revenue from sales of non- 
patented drugs and from licensing agreements) 
and R&D expenditure in Canada related to medi- 
cines. Companies without sales of patented 
medicines need not report on R&D expenditure 
and, as new patents are granted and others expire, 
the set of companies required to file R&D data 
changes from year to year. 


The Patented Medicines Regulations, 1994, require 
that the R&D data submitted to the PMPRB be 
accompanied by a certificate stating that the submit- 
ted information is “true and correct”. The Board 
does not audit submissions, but it does review sub- 
mitted data for anomalies and inconsistencies, 
seeking corrections or clarifications from patentees 
where these are detected. To confirm that Board 
Staff has correctly interpreted submitted data, each 
patentee is given the opportunity to review and 
confirm the accuracy of its own R&D-to-sales ratio 
before publication of this report. 


27 As published in the Regulatory Impact Assessment Statement (RIAS) of the Patented Medicines Regulations, 1988, published in the 


Canada Gazette Part Il, Vol. 122, No. 20 - SOR/DORS/88-474. 
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A total of 83 companies selling human and veterinary 
drug products filed reports on their R&D expendi- 
ture for 2003. Of these, 35 were members of Rx&D. 


FAILURE TO FILE 


Under ss. 89(3) of the Act, the PMPRB is to report 
the identity of patentees who fail to file information 
as per section 88 of the Act. In 2003 one company, 
Draxis Health Inc., reported sales of a patented 
medicine but failed to file information on its R&D 
expenditure as per ss. 88 (1)(c) of the Act. This 
matter is currently under investigation. 


In its 2002 Annual Report, the PMPRB reported that 
it was investigating the failure of Pharmascience 
Inc. to report information showing its expenditures 
on pharmaceutical R&D. This matter has now been 
concluded with the reporting of R&D expenditure 
information by Pharmascience Inc. for 2002 and 
2003 as reflected in Annex 3 of this report. 


Results for 2002 presented in this section incorporate 
data submitted by two other companies (Les 
Laboratories and Rare Disease Therapeutics Inc.) 
which were not received in time for inclusion in the 
PMPRB 2002 Annual Report. 


SALES REVENUE 


For reporting purposes, sales revenue is defined to 
include all revenue from Canadian sales of medi- 
cines and from licensing agreements.28 


As shown in Table 6, patentees reported total sales 
revenue of $13.6 billion from Canadian sales of 
drugs in 2003, up 12.7% over 2002. Less than 1% 
of reported sales revenue was generated by licensing 
agreements. Sales revenue reported by Rx&D 
members totalled $10.9 billion, accounting for 
80.1% of the total. 


R&D EXPENDITURE 


Pursuant to Section 6 of the Regulations, patentees 
are required to report R&D expenditure that would 
have been eligible for an Investment Tax Credit for 
scientific research and experimental development 
under the provisions of the Income Tax Act in effect 
on December 1, 1987. By this definition, R&D 
expenditure may include current expenditure, capital 
equipment costs and allowable depreciation 
expenses. Market research, sales promotions, quality 
control or routine testing of materials, devices or 
products and routine data collection are among 
the types of expenditure not eligible for an 
Investment Tax Credit, and are not to be included 
in patentees’ filings. 


As shown in Table 6, total 2003 R&D expenditure 
reported by patentees was $1,192 million, 0.5% 
less than in 2002. Rx&D members reported R&D 
expenditure of $993 million in 2003, accounting 
for 83.2% of all reported expenditure. 


28 Sales of drugs for both human and veterinary use are included for the purpose of this section of the report. 
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Table 6 Total R&D Expenditures and R&D-to-Sales Ratios of Reporting Companies, 1988-2003 


Year Companies Total R&D Change from Total Sales Change from R&D-to-Sales Ratio 
Reporting Expenditure! Previous Year Revenue2 Previous Year All Rx&D 
($M) (%) ($M) (%) Patentees3 Patentees4 
(%) (%) 
2003 1192.4 -0.5 13617.2 1267 8.8 21 
20025 1198.7 13.0 12081.2 12 9 10.0 
2001 1060.1 12.6 10732.1 153 9:9 10.6 
2000 941.8 92 9309.6 12.0 10.1 10.6 
1999 894.6 12.0 $315.5 19.2 10.8 Ue Re: 
1998 798.9 1072 6975.2 10.9 TiS 1277 
1997 2251 9.0 6288.4 7.4 TS 129 
1996 665.3 6.4 5857.4 Se) 11.4 122 
1995 625 TS 5330.2 Tas dd, 12 
1994 36101 11.4 4957.4 4.4 MS 11.6 
1995 503.5 224 4747.6 14.0 10.6 10.7 
1992 412.4 : 4164.4 6.9 9.9 9.8 
1991 376.4 3894.8 18.1 27 9.6 
1990 30535 3298.8 1120 9.3 9:2 
1989 244.8 2975.0) 9.4 8.2 8.1 
1988 165.7 2718.0 - 6.1 6.5 


Source: PMPRB 


Total R&D expenditure includes Scientific Research and Development expenses — both capital and non-capital — which qualify for an 
investment tax credit as set out in the Income Tax Act and Income Tax Regulations as they read on December 1, 1987. 


Total sales revenue include sales of patented and non-patented drugs for both human and veterinary use. 


The R&D-to-sales ratios presented in the above table include research expenditure funded by government grants. If the government- 
funded component is excluded the ratios for all patentees and for the members of Rx&D in 2003 are 8.7% and 9.1%, respectively. 

In the past, Rx&D has reported that its members have achieved a higher R&D-to-sales ratio than reported by the PMPRB. Recall, how- 
ever, that the Patent Act requires only companies with active Canadian patents pertaining to a medicine sold in Canada to report on 
R&D expenditure. This means that some Rx&D members do not report their R&D expenditure - for example, biotechnology companies 
engaged in research but without sales of a patented product in Canada. 


Revised since the release of the PMPRB 2002 Annual Report. 
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R&D-TO-SALES RATIOS 


FIGURE 17 

R&D-to-Sales Ratio, Pharmaceutical Patentees, 1988-2003 The ratio of R&D expenditure to sales revenue for 
% the patented pharmaceutical industry was 8.8% in 
Les 2003. The ratio for members of Rx&D was 9.1%, 


down from 10.0% in the previous year. 


Figure 17 shows that R&D-to-sales ratios for all pat- 
entees and for Rx&D members have declined in 
recent years, after rising from 1988 to the mid-1990s. 


6 — 

Rx&D Patentees Whether taken over all patentees or restricted to 
sre eee = =) All Parentees Rx&D members, R&D-to-sales ratios in 2003 were 
2 — the lowest seen since 1989. 


OS ac enter 27 Re aD cana ae ian SEE Table 8, in Annex 3 on page 50, provides details on 


eae me Maire FR sg ME the range of R&D-to-sales ratios. Of the 83 companies 
reporting in 2003, 63 had R&D-to-sales ratios of 
10% or less in 2003. These companies accounted 
FIGURE 18 for 70.2% of total sales revenue. 
Current R&D Expenditures by Type of Research, 1988-2003 Table 9, in Annex 3 on page 50, lists all reporting 
% patentees and their R&D-to-sales ratios. 
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Oo Current R&D expenditure was $1,143 million in 

2003, accounting for 95.8% of total R&D expendi- 
igs ture.29 Capital equipment costs and allowable 
ine depreciation expenses made up 2.8% and 1.5% of 


total R&D expenditure, respectively. 


1988 1990 1992 1994 1996 1998 2000 2002r 2003 CURRENT EXPENDITURE BY TYPE 
| Basic OF RESEARCH 


EM Other Qualifying Applied 


SOUS EMER Table 10 in Annex 3, on page 53, gives the allocation 


of 2003 current expenditure on basic research, 
applied and other qualifying R&D. Basic research is 
defined as work that advances scientific knowledge 
without a specific application in view. Patentees 
reported spending $180 million on basic research, 
representing 15.7% of current R&D expenditure as 
shown in Figure 18. Spending on basic research in 
2003 fell by 9.3% relative to the previous year. 


R: Revised since the release of the PMPRB 2002 Annual Report. 


29 Current R&D expenditure consists of non-capital expenses directly related to research, including (a) wages and salaries, (b) direct 
material, (c) contractors and sub-contractors, (d) other direct costs such as factory overhead, (e) payments to designated institutions, 
(f) payments to granting councils and (g) payments to other organizations. These elements are described in more detail in the 
Patentees Guide to Reporting — Form 3, available on the PMPRB website under Legislation, Regulations and Guidelines. 
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Applied research is directed toward some specific 
practical application, comprising research intended 
to improve manufacturing processes, pre-clinical 
trials and clinical trials. Patentees reported spending 
$630 million on applied research, representing 
55.1% of current R&D expenditure. Clinical trials 
accounted for 77.4% of applied research expenditure. 


Other qualifying research (includes drug regulation 
submissions, bioavailability studies and Phase IV 
clinical trials) accounted for the remaining 29.0% 
of current expenditure in 2003. Figure 19 in Annex 3, 
page 50, shows current expenditure on R&D by 
type of research from 1988 to 2003. 


CURRENT EXPENDITURE BY R&D 
PERFORMER AND BY SOURCE OF FUNDS 


Patentees report expenditure on research they con- 
duct themselves (intramural) and research 
performed by other establishments, such as univer- 
sities, hospitals and other manufacturers 
(extramural). Table 10 in Annex 3, on page 53, 
shows that slightly more than one-half (55.1%) of 
expenditure was intramural. Research performed 
by other companies on behalf of patentees rose to 
22.6% of current R&D expenditure in 2003, while 
the combined share of universities and hospitals 
was 11.1%. 


In 2003, as in previous years, patentees funded 
almost all R&D expenditure with internal company 
funds. (Refer to Table 11 in Annex 3, on page 53, 
for further details.) 


CURRENT R&D EXPENDITURE 
BY LOCATION 


Tables 12 and 13 in Annex 3, on page 54, show the 
current R&D expenditure by province. As in previous 
years, expenditure was heavily concentrated in 
Ontario and Québec, these provinces accounting 
for 89.2% of total expenditure. 
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POLICY AND RESEARCH INITIATIVES 


RESEARCH AGENDA 


The PMPRB’s Research Agenda is developed each 
year as part of our annual planning process. It out- 
lines current or upcoming projects which we are 
working on or will be undertaken in the near 
future. Initiatives that are currently, or may 
become, subject to public consultation are also 
indicated in the Research Agenda. 


The National Prescription Drug _ Utilization 
Information System (NPDUIS), a partnership 
between the Canadian Institute for Health 
Information (CIHI) and the PMPRB, was launched 
in 2002. Under this initiative, the PMPRB has 
undertaken a number of research studies related to 
the utilization and management of pharmaceutical 
products. The NPDUIS research projects are reflect- 
ed in the Research Agenda. 


Our Research Agenda is available on our website 
under Publications. Updates to it are published 
quarterly in the PMPRB’s NEWSletter. 


PILOT PROJECT FORA 
COMPLAINTS-DRIVEN 
APPROACH FOR THE 
REGULATION OF PATENTED 
DRUG PRICES FOR VETERINARY 
USE: NEXT STEPS 


The PMPRB’s regulatory jurisdiction under the 
Patent Act extends to all patented pharmaceutical 
products sold in Canada, including drugs for veteri- 
nary use. 


Several events throughout the mid-to-late 1990's 
suggested that it would be appropriate for the 
PMPRB to modify the reporting requirements for 
patented veterinary drugs. Following public con- 
sultations, in 1999, the PMPRB implemented a trial 
complaints-driven approach for regulating the 
prices of patented veterinary drugs. Under the 
complaints-driven approach, Board Staff reviews the 
prices of new patented medicines only. Existing 
medicines are subject to review only when a sub- 
stantiated complaint has been received. Patentees 
are expected to ensure that their prices remain 
within the PMPRB’s Excessive Price Guidelines and 
to retain all price information and file it with the 
Board upon request. 
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In 2003, the Board evaluated the trial complaints- 
driven approach and concluded that it would be 
appropriate to implement it on a permanent basis. 
Results of this evaluation were published in the 
January 2004 NEWSletter. 


For 2004, Board Staff is working on proposing 
changes to the Patented Medicines Regulations 
(Regulations) and the PMPRB’s Excessive Price 
Guidelines to reflect the proposed new filing require- 
ments. Consultations on these proposed changes 
will be done through Notice and Comment in the 
NEWSletter and subsequently through the formal 
process of the Canada Gazette. Any changes to the 
Regulations ultimately require the approval of the 
Minister of Health. During this consultation period, 
the procedures and Guidelines that are currently in 
place for veterinary drugs, the Special Provisions for 
Veterinary Patentees, remain in effect. 


IT IS IMPORTANT TO NOTE THAT THE BOARD IS NOT PRO- 
POSING TO RELINQUISH ANY OF ITS POWERS OVER THE 
PRICES OF PATENTED DRUGS FOR VETERINARY USE, BUT IS 
PROPOSING AN ADMINISTRATIVE CHANGE TO IMPROVE 
AND FORMALIZE THE CURRENT TRIAL COMPLAINTS-DRIV- 
EN SYSTEM. THE BOARD RETAINS ITS FULL JURISDICTION 
AND REGULATORY AUTHORITY OVER PATENTED DRUG 
| PRICES FOR VETERINARY USE, AS PER THE PATENT ACT. 


TIMELINES REVIEW PROJECT 


In its second report to the Board in November 
2001, the Working Group on Price Review Issues 
had recommended the establishment of milestones 
and time frames for the price review process.30 
Building on this recommendation, on the complex 
questions raised by new drugs that require expert 
review, on the novel submissions of patentees and 
their requests for additional opportunities to provide 
more evidence and make further submissions, the 
PMPRB has initiated work on a Timelines Review 
Project. 


During the past 18 months, we have focussed on a 
number of initiatives internally in preparation for 
further changes and public consultation in the 
future. First, we have enhanced the scientific 
review process involving the Human Drug Advisory 
Panel (HDAP). Our HDAP now meets on a quarterly 
basis instead of semi-annually and procedures have 
been adopted to allow us to report back to patentees 
more quickly on the outcome of the HDAP’s review. 
Second, we have conducted an internal review of 
operating procedures. This review has enabled 
greater internal efficiencies and will help set the 
stage for public consultations on more rigorous 
timelines in the future. Third, we have been able to 
assign additional resources to address the backlog 
of ongoing investigations. 


The result of these initiatives has been an increase 
in the number of new drugs reviewed and a signif- 
icant reduction in the number of ongoing 
investigations. 


The next stages in the review of the PMPRB’s time- 
lines will involve developing more specific time 
frames for the specific stages of the review process 
and consulting with industry and other stakeholders. 


er a _ 


30 Report of the Working Group on Price Review Issues to the Patented Medicine Prices Review Board on the Price Review Process for 


New Patented Medicines, November 2000. 
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COMMUNICATIONS 


The PMPRB’s Communications Program includes 
the development and maintenance of the PMPRB’s 
communications policies, plans and activities. The 
Secretariat manages the Communications program 
and is responsible for responding to public 
enquiries and is accountable for the management, 
direction, development and dissemination of all 
communications activities, including media relations. 


We strive to integrate all of our communications 
planning into our annual strategic planning 
process and to evaluate communications as an 
integral component in our Strategic Plan. 


An educational component underlies all of our 
communications planning. We undertake to raise 
awareness and foster an understanding of the 
PMPRB’s mandate, role and jurisdiction. 


In 2003, we continued to focus on transparency. 
Facilitating two-way communications remained the 
main element of our Communications Program. 
Our objective is to ensure stakeholder participation 
through established modes of communication. We 
proceeded with an examination of our information 
exchange processes, a survey of our website users, 
and re-design of our website in the first half of 
2004, resulting in what we hope will be a further 
enhanced accessibility to the PMPRB. 


As we look ahead, transparency and accessibility 
remain the central elements in our Communications 
Program. 
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GOVERNANCE 


The Board consists of not more than five members 
who serve on a part-time basis, appointed by the 
Governor-in-Council, including a Chairperson and 
Vice-Chairperson. The Chairperson is designated 
under the Patent Act as the Chief Executive Officer 
of the PMPRB with the authority and responsibility 
to supervise and direct its work. The Executive 
Director manages the work of the Staff. Senior Staff 
consists of the Executive Director, the Director of 
Compliance and Enforcement, the Director of 
Policy and Economic Analysis, the Director of 
Corporate Services, the Secretary of the Board and 
Senior Counsel. 


MEMBERS OF THE BOARD AND SENIOR STAFF 


Members 


Thomas (Tim) Armstrong Chairperson Vice-Chairperson 


Anthony Boardman Robert G. Elgie Réal Sureau 
Ingrid Sketris 


Secretary of the 


Senior Counsel Executive Director Board 


Martine Richard Wayne D. Critchley Sylvie Dupont 


Director of Policy Director of 
and Economic Compliance and 
Analysis Enforcement 


Director of 
Corporate Services 


Roger Guillemette Ginette Tognet Robert Sauve 
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MEMBERS’ BIOGRAPHIES 


CHAIRPERSON: ROBERT G. ELGIE 
C.M., LL.B., M.D., FR.C.S. (C), LL.D. (hon.) 


Dr. Elgie was appointed Member and Chairperson 
of the Board in March 1995 and re-appointed in 
March 2000 to March 2005. 


Dr. Elgie, a lawyer and neurosurgeon, Fellow of the 
Royal College of Surgeons (Neurosurgery), was the 
founder and first Director of Dalhousie University's 
Health Law Institute from 1991 to 1996. He was 
also the part-time Chair of the Workers’ 
Compensation Board of Nova Scotia from 1992 to 
1996. Dr. Elgie has taught at the Medical Schools 
of Queen's University and the University of 
Toronto, and has held several positions with the 
Scarborough General Hospital, including Chief of 
Medical Staff. In 1977, he was elected to the 
Ontario Legislative Assembly and subsequently 
served in several Cabinet positions. He resigned 
from the Ontario Legislature in September 1985 to 
become Chair of the Workers' Compensation Board 
of Ontario where he served until 1991. In October 
2000, Dr. Elgie was appointed to the Ontario Press 
Council. 


In May 2001, Dr. Elgie was awarded an honorary 
degree by Dalhousie University: Doctor of Laws, 
honoris causa, in recognition of his outstanding 
personal achievements. In January 2003, Dr. Elgie 
was appointed Member of the Order of Canada. 


VICE-CHAIRPERSON: REAL SUREAU F.C.A. 


Mr. Sureau was appointed Member and Vice- 
Chairperson of the Board in October 1995 and 
re-appointed in October 2000 to October 2005. 


He is a graduate of accountancy courses at Queen’s 
University and McGill University and became a 
chartered accountant in 1963. 


From 1957 until 1973 Mr. Sureau practiced public 
accounting and auditing in a regional firm. He then 
became Vice-President, Finance of Forex Inc. 
engaged in sawmill activities from 1973 to 1982. 
He subsequently moved as chief financial officer of 
the Canam Manac Group Inc., a North American 
leader in the manufacturing of steel trusses and 
semi-trailers until 1992. He then pursued his career 
as a business consultant and a corporate director. 


Mr. Sureau was a director and member of several 
committees of the Québec Order of Chartered 
Accountants for which he served as Chairperson in 
1995-1996. He was granted an honorary 
Fellowship in 1986. 


Mr. Sureau is President of Sureau Management 
Limited. Since 1982, he has served on several 
boards of directors of reporting issuers and other 
private organizations, including Gaz Métro Inc. 
where he sits as a director, member of the committee 
on corporate governance, the committee on pension 
funds and chairs their audit committee since 1995. 


MEMBERS 


THOMAS (TIM) ARMSTRONG Q.C., O. Ont. 


Mr. Armstrong was appointed Member of the 
Board on October 3, 2002 to October 2007. 


A lawyer, Mr. Armstrong has had a long career as a 
provincial public servant. He served as Chair of the 
Ontario Labour Relations Board (1974-1976), 
Deputy Minister of Labour (1976-1986), Agent 
General for Ontario in Tokyo (1986-1990), and 
Deputy Minister of Industry, Trade and Technology 
(1991-1992). He was advisor to the Premier of 
Ontario on Economic Development from 1992 to 
1995. He has been Chief Representative for Canada 
to the Japan Bank for International Cooperation 
since 1996 and also serves as arbitrator and media- 
tor in alternative dispute resolutions (ADR), 
specializing in labour relations. 


Mr. Armstrong was awarded the Order of Ontario 
in 1995 in recognition of his contribution to public 
service in Ontario. 
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ANTHONY BOARDMAN B.A., Ph.D. 


Dr. Boardman was appointed Member of the Board 
in January 1999 to January 2004. 


Dr. Boardman is the Van Dusen Professor of 
Business Administration in the Strategy and 
Business Economics Division of the Sauder School 
of Business at the University of British Columbia 
(UBC). He graduated from the University of Kent at 
Canterbury, England, (B.A., 1970) and Carnegie- 
Mellon University (Ph.D., 1975). Prior to taking up 
his position at UBC he was a professor at the 
Wharton School, University of Pennsylvania. 


Dr. Boardman’s current research interests include 
privatization, cost-benefit analysis and strategic 
management. Dr. Boardman has been a consultant 
to many private and public organizations including 
Vodafone, Stora Enzo, PricewaterhouseCoopers, 
the Treasury of New Zealand and all levels of gov- 
ernment in Canada. He has taught executive 
programs in Finland, China, Australia and else- 
where, and has won a number of teaching awards. 
As a member of the MBA Core Team at UBC, he 
won the Alan Blizzard award. Between 1995 and 
2001, Dr. Boardman was a member of the 
Pharmacoeconomic Initiative Scientific Committee 
which made recommendations to B.C. Pharmacare 
on the cost-effectiveness of new drugs. 


During his career, Dr. Boardman has published 
many articles in leading academic journals. 
Currently, he is working on the third edition of 
Cost-Benefit Analysis: Concepts and Practice. 


INGRID S. SKETRIS BSc(Phm), Pharm.D., 
MPA(HSA) 


Dr. Sketris was appointed Member of the Board in 
May 1999 to May 2004. 


Dr. Sketris is a Professor at the College of Pharmacy 
and School of Health Services Administration and 
an Associate Professor of the Department of 
Community Health and Epidemiology, Dalhousie 
University. She is a consultant to the pharmacy 
department of the Queen Elizabeth Il Health 
Sciences Centre, Halifax. Since 2000, Dr. Sketris 
holds a Chair in health services and nursing from 
the Canadian Health Services Research 
Foundation/Canadian Institutes of Health Research 
(cosponsored by the Nova Scotia Health Research 
Foundation). 


She is a graduate of the University of Toronto 
(BSc(Phm), 1977), University of Minnesota 
(Pharm.D,1979), University of Tennessee Center 
for the Health Sciences (Residency in Clinical 
Toxicology/Pharmacy Practice, 1980) and 
Dalhousie University (MPA(HSA) 1989). 


Dr. Sketris is a fellow of the Canadian Society of 
Hospital Pharmacists and the American College of 
Clinical Pharmacy. She is currently on the Editorial 
Boards of the Canadian Journal of Clinical 
Pharmacology and the Clinical Therapeutics. She 
was a member of the scientific advisory panel of the 
Canadian Coordinating Office for Health Technology 
Assessment (CCOHTA) from 1996-1998. Dr. Sketris’ 
research interests include examining the impact of 
changes in Pharmacare policy and the use of drugs 
and health services particularly related to the 
population of Nova Scotia. 


Dr. Sketris currently sits as the PMPRB representative 
on a committee of the Canadian Institute for 
Health Information (CIHI) examining the use of the 
Anatomical Therapeutic Chemical (ATC) 
Classification System and Defined Daily Dose 
(DDD) for analytical purposes. 


Dr. Sketris has numerous publications in the area of 
transplantation therapeutics and pharmacoepi- 
demiology. 
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BUDGET 


The PMPRB operated with a budget of $5,212,000 
in 2003-2004 and an approved staff level of 44 
employees. The budget included $424,000 for the 
Therapeutic Access Strategy3! (TAS) initiative and 
$832,000 for the National Prescription Drug 
Utilization Information System (NPDUIS)32 project. 


Table 7 Financial Performance 


Actual Forecast 
Spending Spending 
2002-2003 2003-2004 
($ thousands) ($ thousands) 


Total PMPRB 4,231.3 D2 12,0 


Full Time 36.0 44.0 
Equivalents 


Additional information on the PMPRB budget is 
available on our website under Reports to 
Parliament. 


31 The Therapeutic Access Strategy is a Health Canada initiative aimed at helping Canadians maintain and improve their health by 
ensuring that human drugs and other therapeutic products are safe, of high quality, therapeutically effective, appropriately used 
and accessible in a timely and cost-effective fashion. The PMPRB received funding through the TAS for its timelines initiative. For 
more information on this initiative, refer to page 35. 


32 For more information on the National Prescription Drug Utilization Information System (NPDUIS), refer to page 28. 
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PUBLICATIONS 


We seek to inform our stakeholders regularly 
through our publications. Some of these publica- 
tions, such as the Annual Report and the 
NEWSletter, are published at regular intervals 
throughout the year while others are released in 
response to program and corporate requirements. 


Publications 


Annual Report 
Articles 
- Price Increases — Monitoring Compliance with the Guidelines 
- PMPRB Price Guidelines — 2004 Price Increases 
CPI-Adjustment Factors 
Hearings 
- In the matter of Hoescht Marion Roussel Canada (HMRC) 
and the medicine Nicoderm 
- In the matter of Schering Canada Inc. and the medicine Remicade 


- In the matter of Sanofi-Synthelabo Canada Inc. and the medicine Fasturtec 


NEWSletter 
Notice and Comment 
- Schedule 7 of the Compendium of Guidelines, Policies and Procedures — 
Comparable Dosage Forms 
- Proposed Advance Ruling Certificate with respect to the price of Viread 
Patented Medicines 


- Reported to the PMPRB in 2003 (including the review status for each drug) 


- Reports on New Patented Drugs: 
1. Xatral 
. Pulmozyme 
. Gleevec 
. Pariet 
. Aranesp 
. Xigris 
. Crestor 
. Bextra 
Research Agenda 
Speech Series 
- Current Issues in Price Controls for Patented Medicines 
- The Patented Medicine Prices Review Board, its Role and Responsibilities 
- Patented Medicines and Pricing Issues: Latest Trends and Developments 
Study Series — F/P/T 
- Top Selling Non-Patented Single Source Drug Products: 
International Price Comparison, 1998-1999 


CONDO 5 w N 


- A Study of the Prices of the Top Selling Multiple Source Medicines in Canada 


Summary of Board Meetings 
Voluntary Compliance Undertakings 
- Aromasin 
- Dostinex 
- One-Alpha 


To obtain our publications, please call us at 
1 877 861-2350 or (613) 952-7360, or access 
them on our website. 


Release Date 


June 


October 
January 2004 
April 


April 1999 (ongoing) 


December 2002 — April 2003 
May 2004 
Quarterly 


January 
April 2004 
Monthly 


January 
April 
July 

October 


January 2004 
April 2004 


January 
March 
September 
March 2004 
May 


June 
Quarterly 


April 
October 
May 2004 
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GLOSSARY 


This glossary is included for the convenience of 
the reader. For more detailed information and 
definitions please refer to the Patent Act, the 
Patented Medicines Regulations, the PMPRB 
Compendium of Guidelines, Policies and 
Procedures and the Food and Drug Regulations, 
or contact the PMPRB. 


ACTIVE INGREDIENT: 

Chemical or biological substance responsible for the 
claimed pharmacologic effect of a drug product. 
(Ingrédient actif) 


ADVANCE RULING CERTIFICATE (ARC): 

A non-binding certificate may be issued pursuant 
to subsection 98(4) of the Patent Act at the request 
of a patentee when the Board is satisfied that the 
price or proposed price of the medicine would not 
exceed the maximum non-excessive price under the 
Board’s Guidelines. (Certificat de décision préalable) 


ATC: 

Anatomical Therapeutic Chemical [ATC] classification 
system, developed and maintained by the World 
Health Organization (WHO) Collaborating Centre 
for Drug Statistics Methodology, divides drugs into 
different groups according to their site of action 
and therapeutic and chemical characteristics. This 
system is used by the PMPRB as a guide for selecting 
comparable medicines for purposes of price review. 
(ATC) 


DEDICATION OF PATENT: 

A practice whereby a patentee notifies the 
Commissioner of Patents that it has surrendered its 
rights and entitlements flowing from the patent for 
the benefit of the public to use and enjoy. (Cession 
d’un brevet) 


NB: As of January 30, 1995, the Board does not 
recognize dedication of patent as a means to 
remove the medicine from its jurisdiction. (See PMPRB 
Bulletin 17, page 3.) 


DRUG IDENTIFICATION NUMBER (DIN): 

A registration number that the Health Protection 
Branch of Health Canada assigns to each prescription 
and non-prescription drug product marketed 
under the Food and Drugs Regulations. The DIN is 
assigned using information in the following areas: 
manufacturer of the product; active ingredient(s); 
strength of active ingredient(s); pharmaceutical 
dosage form; brand/trade name; and route of 
administration. (Numéro d'identification de drogue) 


DRUG PRODUCT: 

A particular presentation of a medicine characterized 
by its pharmaceutical dosage form and the strength 
of the active ingredient(s). (Produit médicamenteux) 


DRUG PRODUCT, EXISTING: 

An existing drug product is a DIN for which a 
benchmark price has been established in accordance 
with the Board’s Guidelines. (See Chapter 1, sub- 
section 3.3 of the Compendium of Guidelines, 
Policies and Procedures.) (Produit médicamenteux 
existant) 


Druc PRODUCT, NEW: 

A new drug product is one for which the introduc- 
tory price is under review. Patented drug products 
are considered new in the year during which they 
are first introduced on the market in Canada or the 
year they receive their first patent(s) if previously 
marketed. For price review purposes, new drug 
products for a given year are those introduced 
between December 1, of the previous year and 
November 30, of the reporting year. Because of the 
filing requirements under the Patented Medicines 
Regulations and the manner of calculating bench- 
mark prices, drug products introduced in 
December are considered to have been introduced 
in the following year. (See Chapter 1, subsection 
3.2 of the Compendium of Guidelines, Policies and 
Procedures.) (Produit médicamenteux nouveau) 


EMERGENCY DRUG RELEASE (EDR) PROGRAM: 
See Special Access Program. 


GENERIC PRODUCT: 

A drug product with the same active ingredient, 
strength and dosage form of a brand name drug 
product. (Produit générique) 
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INVESTIGATIONAL New Druc (IND): 

A drug that has been authorized for clinical evaluation 
(i.e. testing on humans) by Health Canada but that 
is not yet approved for sale for the indication under 
study. (Drogue de recherche) 


LICENCE, COMPULSORY: 

Referred to in subsection 79(1) of the Patent Act, 
means a licence granted by the Commissioner of 
Patents, before December 20, 1991, in accordance 
with subsection 39(4) of the Patent Act, R.S., 1985, 
c. P-4 that has been continued pursuant to subsection 
11(1) of the Patent Act Amendment Act, 1992 which 
permits the licencee to import, make, use or sell a 
patented invention pertaining to a medicine. 
Royalties payable are determined by the 
Commissioner of Patents who sets the terms of 
licences pursuant to subsection 39(5) of the Patent Act. 
(Licence obligatoire) 


LICENCE, VOLUNTARY: 

A contractual agreement between a patent holder 
and a licensee under which the licensee is entitled 
to enjoy the benefit of the patent or to exercise any 
rights in relation to the patent for some consideration 
(i.e., royalties in the form of a share of the licensee's 
sales.) (Licence volontaire) 


MEDICINE: 

Any substance or mixture of substances made by any 
means, whether produced biologically, chemically, or 
otherwise, that is applied or administered in vivo in 
humans or in animals to aid in the diagnosis, treat- 
ment, mitigation or prevention of disease, 
symptoms, disorders, abnormal physical states, or 
modifying organic functions in humans and or ani- 
mals, however administered. For greater certainty, 
this definition includes vaccines, topical prepara- 
tions, anaesthetics and diagnostic products used in 
vivo, regardless of delivery mechanism (e.g. trans- 
dermal, capsule form, injectable, inhaler, etc.). This 
definition excludes medical devices, in vitro diag- 
nostic products and disinfectants that are not used 
in vivo. (See Compendium of Guidelines, Policies and 
Procedures, Introduction, subsection 1.5.) 
(Médicament) 


NOTICE OF COMPLIANCE (NOC): 

A notice in respect of a medicine issued by the 
Health Products and Food Branch of Health 
Canada under section C.08.004 of the Food and 
Drugs Regulations. The issuance of an NOC indicates 
that a drug product meets the required Health 
Canada standards for use in humans or animals 
and that the product is approved for sale in 
Canada. (Avis de conformité) 


PATENT: 

An instrument issued by the Commissioner of 
Patents in the form of letters patent for an invention 
that provides its holder with a monopoly limited in 
time, for the claims made within the patent. A 
patent gives its holder and its legal representatives, 
the exclusive right of making, constructing and 
using the invention and selling it to others to be 
used. (Brevet) 


PATENTED MEDICINE Price INDEX (PMPI): 

The PMPI has been developed by the PMPRB as a 
measure of average year-over-year change in the 
transaction prices of patented drug products sold 
in Canada, based on the price and sales informa- 
tion reported by patentees. (Indice des prix des 
médicaments brevetés) 


PATENTEE: 

As defined by subsection 79(1) of the Patent Act, 
“the person for the time being entitled to the benefit 
of the patent for that invention (pertaining to a 
medicine) and includes, where any other person is 
entitled to exercise any rights in relation to that 
patent other than under a licence continued by 
subsection 11(1) of the Patent Act Amendment Act, 
1992, that other person in respect of those rights,” 
(Breveté) 


PENDING PATENT: 
An application for a patent that has not yet been 
issued. (Brevet en instance) 


NB: In cases where a medicine is sold before a 
patent is issued, it is the Board’s policy once the 
patent is issued, to review the price of the medicine 
as of the date on which the patent application was 
laid open for public inspection. (See PMPRB 
Bulletin 15, page 7.) 
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RESEARCH AND DEVELOPMENT (R&D): 

Basic or applied research for the purpose of creating 
new, or improving existing, materials, devices, 
products or processes (e.g. manufacturing processes). 
(Recherche et développement) 


RESEARCH AND DEVELOPMENT—APPLIED RESEARCH: 

Work that advances scientific knowledge with a 
specific practical application in view such as creating 
new or improved products or processes through 
manufacturing processes or through preclinical or 
clinical studies. (Recherche et développement— 
recherche appliquée) 


RESEARCH AND DEVELOPMENT—BASIC RESEARCH: 
Work that advances scientific knowledge without a 
specific application in view. (Recherche et 
développement—recherche fondamentale) 


RESEARCH AND DEVELOPMENT—CLINICAL RESEARCH: 
The assessment of the effect of a new medicine on 
humans. It typically consists of three successive 
phases, beginning with limited testing for safety in 
healthy humans then proceeding to further safety 
and efficacy studies in patients suffering from the 
target disease. (Recherche et développement— 
recherche clinique) 


RESEARCH AND DEVELOPMENT—PRECLINICAL 
RESEARCH: 

Tests on animals to evaluate the pharmacological 
and toxicological effects of medicines. (Recherche 
et développement—recherche pré-clinique) 


RESEARCH AND DEVELOPMENT—OTHER 
QUALIFYING: 

Includes eligible research and development expen- 
ditures that cannot be classified into any of the 
preceding categories of “type of research and 
development”. It includes drug regulation submis- 
sions, bioavailability studies and Phase IV clinical 
trials. (Recherche et développement—Autres R-D 
admissibles) 


RESEARCH AND DEVELOPMENT EXPENDITURES: 

For the purposes of the Patented Medicines 
Regulations, 1994, in particular sections 5 and 6, 
research and development includes activities for 
which expenditures would have qualified for the 
investment tax credit for scientific research and 
experimental development under the Income Tax 
Act as it read on December 1, 1987. (Dépenses en 
recherche et développement) 


CURRENT RESEARCH AND DEVELOPMENT 
EXPENDITURES: 

consist of the following non-capital expenses that 
are directly related to research work: (a) wages and 
salaries, (b) direct material, (c) contractors and sub- 
contractors, (d) other direct costs such as factory 
overhead, (e) payments to designated institutions, 
(f) payments to granting councils and (g) payments 
to other organizations. These elements are 
described in greater detail in the Patentees’ Guide to 
Reporting — Form 3 available from the PMPRB website 
under the heading of “Legislation, Regulations and 
Guidelines.” (Dépenses courantes de recherche et 
développement) 


SPECIAL ACCESS PROGRAM (SAP): 

A program operated by Health Canada to give 
practitioners access to drugs that are not approved 
or otherwise available for sale in Canada. (Formerly 
the EDR Program.) (Programme d’accés spécial) 


VOLUNTARY COMPLIANCE UNDERTAKING (VCU): 

A written undertaking by a patentee to adjust its 
price to conform with the PMPRB’s Excessive Price 
Guidelines (see Chapter 1 of the Compendium of 
Guidelines, Policies and Procedures). Pursuant to the 
Board's Compliance and Enforcement Policy (see 
Chapter 2, section 7) the Chairperson may approve 
a VCU in lieu of issuing a Notice of Hearing if it is 
consistent with the Patent Act and the policies of 
the Board and in the public interest. Under the 
Board’s Compliance and Enforcement Policy, a VCU 
can also be submitted following the issuance of a 
Notice of Hearing. A VCU submitted at this point 
must be approved by the Board. The Board reports 
publicly on all VCUs approved by the Chairperson or 
the Board. (Engagement de conformité volontaire) 
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ACRONYMS 


This section provides the list of acronyms used IPC: International Price Comparison 
in the Annual Report and frequently referenced IPPI: rote Prec : 
by the PMPRB and its stakeholders. ndustrial Product Price Index 


ARC: Advance Ruling Certificate MNE: Maximum’ Non-Excessive (price) 


MOU: Memorandum of Understanding 


ATC: Anatomical Therapeutic Chemical 
classification system NAS: New Active Substance 
ATP: Average Transaction Price NDMAC: Nonprescription Drug Manufacturers 
CAC Consumers’ Association of Canada Association of Canada 
CCOHTA: Canadian Coordinating Office for NICE: National Institute for Clinical Excellence 


Health Technology Assessment (U.K.) 


NIHB: Non-Insured Health Benefits Program 
CDR: [ei Drug R 

ommon Drug Review (Health Canada) 
CEDAC: Canadian Expert Drug Advisory 


Committee NOC: Notice of Compliance 


NPDUIS: National Prescription Drug Utilization 


CGPA: Canadian Generic Pharmaceutical : 
Information System 


Association 
CIHI: Canadian Institute for Health NPSS: Non-Patented Single Source (drugs) 
Information ODB: Ontario Drug Benefit Plan 
CPI: Consumer Price Index OECD: Organisation for Economic Cooperation 
CPI (Rx): Consumer Price Index for Prescribed and Development 
Medicines OTC: Over-the-counter 
DDD:  Defined Daily Dose PMPRB: Patented Medicine Prices Review Board 
DIN: Drug Identification Number PMPI:  Patented Medicine Price Index 
DPD: Drug Product Database (Health PMQI:  Patented Medicine Quantity Index 
Canada) 
PPI: Product Price Index (U.S.) 
DVA: Department of Veterans Affairs (U.S.) 
R&D: Research and Development 
EDR: Emergency Drug Release 


Rx&D: Canada’s Research Based 
FNIHB: First Nations and Inuit Health Branch Pharmaceutical Companies 


(Health Canada) 


SAP: Special Access Program (Health 
FPG: First Patent Granted Canada) 
F/P/T: Federal/Provincial/Territorial eae: Therapeutic Class Comparison 
FSS: Federal Supply Schedule (U.S.) TPD: Therapeutic Products Directorate 


GDP: Gross Domestic Product (Health Canada) 


HDAP: | Human Drug Advisory Panel VCU: Voluntary Compliance Undertaking 


WHO: — World Health Organization 
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ANNEX 1 


CRITERIA FOR COMMENCING AN 
INVESTIGATION 


A price is considered to be within the Guidelines 
unless it meets the criteria for commencing an 
investigation. The criteria represent the standards 
the Board applies in order to allocate its resources 
to investigations as efficiently as possible. Their 
existence should not be construed as indicating 
that the Board accepts any deviation from the 
Guidelines. The Board is satisfied that its criteria 
assure all significant cases of pricing outside the 
Guidelines will be subject to investigation. In most 
instances where a price exceeds the maximum 
allowable price by an amount too small to trigger 
an investigation in one year, it is offset by a price 
below that which is permitted by the Guidelines 
the following year. The Board expects the prices of 
all patented medicines to be within the Guidelines 
and evidence of persistent pricing outside the 
Guidelines, even by a small amount, may be used 
as a criterion for commencing an investigation. 


CRITERIA FOR COMMENCING AN 
INVESTIGATION 


Board Staff will commence an investigation into 
the price of a patented drug product when any of 
the following criteria are met: 


New DRUG PRODUCTS 


e The introductory price is 5% or more above the 
maximum non-excessive price; 


e Excess revenues in the introductory period are 
$25,000 or more; or 


e Complaints with significant evidence. 


EXISTING DRUG PRODUCTS 


e A price is 5% or more above the maximum 
non-excessive price and there are cumulative 
excess revenues of $25,000 or more over the 
life of the patent after January 1, 1992; 


e Cumulative excess revenues are $50,000 or 
more over the life of the patent after January 1, 
1992N0r 


¢ Complaints with significant evidence. 


For more information on the Criteria for 
Commencing an Investigation, please consult 
Schedule 5 of the Compendium of Guidelines, 
Policies and Procedures available on our website 
under Legislation; Regulations; Guidelines. 
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PATENTED DRUG PRODUCTS INTRODUCED IN 2003 


Brand Name Company 


GlaxoSmithKline 


3TC 300 mg/tab 


Accuretic (20/25) tab Pfizer Canada Inc. 


Procter & Gamble 
Pharmaceuticals Canada Inc. 


Actonel 35 mg/tab 


Agenerase 15 mg/mL GlaxoSmithKline 


Agenerase 50 mg/cap GlaxoSmithKline 


Agenerase 150 mg/cap GlaxoSmithKline 


Alertec 100 mg/tab Shire Biochem Inc. 


Alphagan P 1.5 mg/mL Allergan Inc. 
Angiomax 250 mg/vial 
Avandamet (1/500) tab 
Avandamet (2/500) tab 


Avandamet (4/500) tab 


Oryx Pharmaceuticals Inc. 
GlaxoSmithKline 
GlaxoSmithKline 


GlaxoSmithKline 


Avelox 1.6 mg/mL Bayer Inc. 


Bextra 10 mg/tab Pfizer Canada Inc. 
Bextra 20 mg/tab Pfizer Canada Inc. 


Children’s Motrin 50 mg/tab McNeil Consumer Healthcare 


Children’s Motrin Junior McNeil Consumer Healthcare 


100 mg/tab 

Cialis 10 mg/tab 
Cialis 20 mg/tab 
Cipro XL 500 mg/tab 
Concerta 18 mg/tab 


Eli Lilly Canada Inc. 


Eli Lilly Canada Inc. 


Bayer Inc. 

Janssen-Ortho Inc. 
Concerta 36 mg/tab Janssen-Ortho Inc. 
Concerta 54 mg/tab Janssen-Ortho Inc. 
Coversyl 8 mg/tab Servier Canada Inc. 
Coversyl Plus (4/1.25) tab 


Crestor 10 mg/tab 


Servier Canada Inc. 

AstraZeneca Canada Inc. 
Crestor 20 mg/tab AstraZeneca Canada Inc. 
Crestor 40 mg/tab AstraZeneca Canada Inc. 


Diovan-HCT (160/25) tab 


Novartis Pharmaceuticals 
Canada Inc. 


Dukoral (1/250/250/250/250) vial Aventis Pasteur Limited 


Novartis Pharmaceuticals 
Canada Inc. 


Elidel 10 mg/gm 


DIN 


02247825 
02237369 
02246896 


02243543 
02243541 
02243542 
02239665 
02248151 
02246533 
02247085 
02247086 
02247087 
02246414 
02246621 
02246622 
02247343 
02247344 


02248088 
02248089 
02247916 
02247732 
02247733 
02247734 
02246624 
02246569 
02247162 
02247163 
02247164 
02246955 


02247208 
02247238 


NAS1/  ATC3 


FPG2 


NAS/FPG 
NAS/FPG 
NAS/FPG 
NAS/FPG 


NAS 


NAS 
NAS 


NAS 
NAS 


NAS 
NAS 
NAS 


NAS 
NAS 


J 
C 


USE Si at en ere 


(QUE) 


AMOR IQ IG (Oa ONE EMN BZ 


Status 


Within Guidelines 
Within Guidelines 
Within Guidelines 


Under Review 
Under Review 
Under Review 

Within Guidelines 
Under Review 

Within Guidelines 

Within Guidelines 

Within Guidelines 

Within Guidelines 

Within Guidelines 

Within Guidelines 

Within Guidelines 

Within Guidelines 

Within Guidelines 


Under Review 
Under Review 
Within Guidelines 
Under Review 
Under Review 
Under Review 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 


Under Review 


Within Guidelines 
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Category 


48 


Brand Name 


Evra (150/20) patch 


Exelon 2 mg/mL 


Ezetrol 10 mg/tab 
Gamunex 100 mg/mL 
Hectorol 2.5 mcg/cap 
Invanz 1000 mg/vial 
Keppra 250 mg/tab 
Keppra 500 mg/tab 
Keppra 750 mg/tab 
Ketek 400 mg/tab 

Losec 40 mg/cap 
Lumigan 0.3 mg/mL 
Maxilene 40 mg/gm 
Maxilene 50 mg/gm 
Minirin 0.1 mg/tab 
Nasacort AQ 55 mcg/dose 
Palladone XL 12 mg/cap 
Palladone XL 16 mg/cap 
Palladone XL 24 mg/cap 
Pegasys 180 mcg/syringe 


Pegasys 180 mcg/vial 


Pennsaid 16 mg/mL 
Preterax (2/0.625) tab 


Rapamune 1 mg/tab 


Reactine Allergy & Sinus (5/120) tab 


Refacto 1000 unit/vial 


Risperdal M-Tab 0.5 mg/tab 


Risperdal M-Tab 1 mg/tab 
Risperdal M-Tab 2 mg/tab 


Solagé 20.1 mg/mL 
Tarka (1/240) tab 
Tarka (2/180) tab 


Company 


Janssen-Ortho Inc. 


Novartis Pharmaceuticals 
Canada Inc. 


Merck Frosst Canada Inc. 
Bayer Inc. 

Shire Biochem Inc. 
Merck Frosst Canada Inc. 
Lundbeck Canada Inc. 
Lundbeck Canada Inc. 
Lundbeck Canada Inc. 
Aventis Pharma Inc. 
AstraZeneca Canada Inc. 
Allergan Inc. 

RGR Pharma Ltd. 

RGR Pharma Ltd. 


Ferring Pharmaceuticals Inc. 


Aventis Pharma Inc. 
Purdue Pharma 
Purdue Pharma 
Purdue Pharma 


Hoffmann La-Roche 
Canada Ltd. 


Hoffmann La-Roche 
Canada Ltd. 


Dimethaid Healthcare Ltd. 
Servier Canada Inc. 
Wyeth-Ayerst Canada Inc. 
Pfizer Canada Inc. 
Wyeth-Ayerst Canada Inc. 
Janssen-Ortho Inc. 
Janssen-Ortho Inc. 
Janssen-Ortho Inc. 
Galderma Canada Inc. 
Abbott Laboratories Ltd. 
Abbott Laboratories Ltd. 


DIN 


02246340 
02245240 


02247521 
02247724 
02243790 
02247437 
02247027 
02247028 
02247029 
02247520 
02016788 
02245860 
02244533 
02245939 
02246500 
02213834 
02243159 
02243160 
02243161 
02248077 


02248078 


02247265 
02246568 
02247111 
02246162 
02245951 
02247704 
02247705 
02247706 
02243257 
02240945 
02238096 


NAS1/ 
FPG2 


NAS/FPG G 
N 


ATC3 


cS 


— 


Ee hee Yor re Mop am Nek Vie) en oa 


‘ar Vimy Wel |e (ea pre Vek Ves) tie Way a 


Status 


Under Review 


Under Review 


Within Guidelines 
Under Review 
Within Guidelines 
Under Review 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 


Within Guidelines 


Under Review 
Within Guidelines 
Within Guidelines 

Under Review 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
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Category 


Brand Name Company DIN NAS1/ ATC3 Status Category 
FPG2 


Tarka (4/240) tab Abbott Laboratories Ltd. 02238097 Within Guidelines 1 
Timentin (30000/1000) vial GlaxoSmithKline 02247880 Under Review 


TNKase 50 mg/vial Hoffmann La-Roche 02244826 Under Review 
Canada Ltd. 


Urso DS 500 mg/tab Axcan Pharma Inc. 02245894 Within Guidelines 
Xigris 5 mg/vial Eli Lilly Canada Inc. 02247129 Within Guidelines 
Xigris 20 mg/vial Eli Lilly Canada Inc. 02247130 Within Guidelines 
Zyprexa 15 mg/tab Eli Lilly Canada Inc. 02238850 Within Guidelines 


The Board’s Guidelines establish three categories of new patented drug products for purposes of conducting introductory price reviews. 


° Category 1 - a new DIN of an existing or comparable dosage form of an existing medicine, usually a new strength of an existing drug 
(line extension). 


* Category 2 - the first drug to treat effectively a particular illness or which provides a substantial improvement over existing drug products, 
often referred to as “breakthrough” or “substantial improvement”. 


+ Category 3 - a new drug or new dosage form of an existing medicine that provides moderate, little or no improvement over existing 
medicines. 


For complete definitions of the categories, refer to the Compendium of Guidelines, Policies and Procedures, Chapter 3, section 3. 
1 NAS: New Active Substance 

2 FPG: First Patent Grant 

3 ATC: Anatomical Therapeutic Chemical Classification System 
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ANNEX 3 


RESEARCH & DEVELOPMENT 


Table 8 Range of R&D-to-Sales Ratios by Number of Reporting Companies 
and Total Sales Revenues 


Range of 2003 2002R 

R&D-to-Sales Number of Total Sales Number of Total Sales 

Ratio Reporting Revenues Reporting Revenues 
Companies ($millions) % Share Companies ($millions) % Share 


0% 21 707.5 SR 17 35.0 3.0 


0%-10% 42 8,845.0 64.9 40 655275 54.2 
> 10% 20 4,064.6 30.0 22 5,173.0 42.8 
Total 83 1501722 100.0* Fée 12,081.2 100.0* 


Source: PMPRB 
* Values in this column may not add to 100.0 due to rounding. 
R: Revised since release of PMPRB 2002 Annual Report. 


FIGURE 19 
Current R&D Expenditure by Type of Research, 1988-2003 
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Source: PMPRB 


Table 9 Ratios of R&D Expenditure to Sales Revenue by Reporting Patenteel 2003 and 2002 


Company R&D-to-Sales Ratio 
(%) 
2003 2002 
3M Canada Company 0.5 0.8 
Abbott Laboratories, Limited2 25 17 


Actelion Pharmaceutiques Canada Inc2. 8.0 235 
Agouron Pharmaceuticals, Inc. 36 16.6 
Alcon Canada Inc. 0.0 0.0 
Allergan Inc.2 7.2 DS 
Altana Pharma Inc.2, 3 el 7.8 
Amersham Health Inc. 0.0 0.0 
Amgen Canada Inc.2, 6 8.4 
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Table 9 continued 


Company R&D-to-Sales Ratio 
(%) 


2003 2002 


AstraZeneca Canada Inc.2 89 9.1 
Aventis Pasteur Limited 6 63:9 Ftd 
Aventis Pharma Inc.2 11.7 14.3 
Axcan Pharma Inc.2 2319 21.6 
Ayerst Veterinary Laboratories, Division of Wyeth-Ayerst Canada Inc. 0.0 0.0 
Baxter Corporation 0.02 0.05 
Bayer Inc., Healthcare Division2, 6 : s5 
Bayer Inc., Agriculture Division : 2.4 
Berlex Canada Inc.2 : 6.2 
Biogen Canada Inc.6 

Biovail Pharmaceuticals Canada, Division of Biovail Corporation® 

Boehringer Ingelheim (Canada) Ltd.2 

Bracco Diagnostics Canada Inc. 

Bristol-Myers Squibb Pharmaceutical Group2 

Canderm Pharma Inc. 

Chiron Canada ULC 

Dimethaid Research Inc.7 

Draxis Health Inc. (failed to file R&D information in 2003) 

Elan Pharmaceuticals, Inc. 

Eli Lilly Canada Inc. (includes Elanco Animal Health Division)2, 6 

Enzon Pharmaceuticals Inc. 

ESP Pharma Inc.7 

Ferring Inc. 

Fournier Pharma Inc.2 

Fujisawa Canada Inc.2 

Galderma Canada Inc. 

Genzyme Canada Inc.® 

GlaxoSmithKline2, 6 

GlaxoSmithKline Consumer Healthcare Inc. 


Grifols Biologicals Inc., 
(subsidiary of Probitas Pharma prev. Alpha Therapeutic Corporation) 


Guilford Pharmaceuticals 

Hoffmann-La Roche Limited, Canada2, 6 
ICN Canada Ltd. 

Intermune Inc. 

Janssen-Ortho Inc.2, 6 

Johnson & Johnson Merck, Consumer Pharmaceuticals of Canada 
Leo Pharma Inc.2 

Les Laboratories Inc2, 8 

Lundbeck Canada Inc.2 

McNeil Consumer Healthcare Canada 
Medicis Canada Ltd. 

Merck Frosst Canada Ltd.2, 6 

Merck Frosst — Schering Pharma.7 
Merial Canada Inc. 
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Table 9 continued 
Company R&D-to-Sales Ratio 
(%) 
2003 2002 


Novartis Animal Health Canada Inc. 0.04 0.7 
Novartis Consumer Health Canada Inc. 1.4 1.4 
Novartis Ophthalmics TON hed 
Novartis Pharmaceuticals Canada Inc.2 10.0 12s 
Novo Nordisk Canada Inc.6 1.4 0.9 
Organon Canada Ltd.2 1 23 
Organon Sanofi-Synthelabo Canada 11661.6 0.0 
Ortho Dermatological, Division of Johnson & Johnson Inc. 0.0 0.0 
Paladin Laboratories Inc.2 6.6 

Pfizer Canada Inc., Animal Health Group 127 

Pfizer Canada Inc.2 9.5 

Pfizer Canada Inc., Consumer Healthcare Division 0.9 

Pharmaceutical Partners of Canada Inc. 0.0 

Pharmacia Canada Inc. 55 

Pharmascience Inc. 10.8 

Procter & Gamble Pharmaceuticals Canada, Inc.2 6.0 

Purdue Pharma2 2.6 

Rare Disease Therapeutics Inc. 0.0 

Ratiopharmé 0.0 

RGR Pharma Ltd.7 0.3 

Sanofi-Synthelabo Canada Inc.2 53.4 

Schering Canada Inc.2 3.4 

Servier Canada Inc.2 10:3 

Shire-BioChem Inc.2,6 16.6 

Solvay Pharma Inc.2 0.05 

Stiefel Canada Inc.2 Se 

Tyco Healthcare Group Canada Inc. 0.0 

Wyeth-Ayerst Canada Inc.2 

Yamanouchi Pharmaceutical Co. Ltd. 0.0 


Source: PMPRB 


1 Revenue from royalties is included in calculating each company’s ratio, but not included in calculating industry-wide ratios 
(to avoid double-counting of sales revenue). Federal and provincial government grants are subtracted from the R&D expen- 
diture in calculating individual R&D-to-sales ratios, but are included in calculating industry-wide ratios. Differences between 
the list of firms filing data on prices and those filing R&D data are due to differences in reporting practices of patentees and 
their affiliates or licencees. Also, some veterinary patentees (i.e., those without revenue from sales of products for human use) 
are required to file information on R&D expenditure but not price and sales information. 


Member of Rx&D. 
Formerly known as BYK Canada Inc. 


Joint venture between Organon Canada Ltd. and Sanofi-Synthelabo Canada Inc. The ratio has been verified with the company. 
Organon Canada Ltd. and Sanofi-Sythelabo Canada Inc. share R&D funding equally. 


Formerly known as Altimed Pharmaceutical Inc. 
Member of BIOTECanada. 
Not a patentee in 2002. 


Les Laboratories Inc. is the patent owner; however BLES Biochemicals is the Licensee as well as manufacturer and had filed 
price and sales data in 2002 and 2003. 


: Revised since the release of the PMPRB 2002 Annual Report. 
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Table 10 Current R&D Expenditure by Type of Research, 2003 and 2002 


Type of Research 2003 2002R Annual Increase 
$M $M % in Expenditure 
(%) 
Basic 180.0 198.6 17.4 93 
— Chemical 776 6.8 104.4 91 -25.4 
— Biological 102.2 8.9 94.1 OZ 8.6 
Applied 629.7 55.1 636.6 -1.08 
— Manufacturing Process 99.8 87 117.4 -14.9 
— Pre Clinical Trial | 24.8 21 46.3 : -46.4 
— Pre Clinical Trial Il 17:6 15 30.1 : -41.5 
— Clinical Trial Phase | 54.1 4.7 40.1 à 34.9 
— Clinical Trial Phase II 102.5 5%) 104.8 \ -2.1 
— Clinical Trial Phase Ill 33029 209 29/29 Adel 
Other Qualifying R&D 332.2 29.0 304.3 9.1 
Total 1,142.5 100.0 * 11390 OZ 


Source: PMPRB 
* Values in this column may not add to 100.0 due to rounding. 
R: Revised since the release of the PMPRB 2002 Annual Report. 


Table 11 Current R&D Expenditure by R&D Performer, 2003 and 2002 


R&D Performer 2003 2002R Annual Increase 
$M % $M % in Expenditure 
(%) 


Intramural 
— Patentees 630.0 591 à 1227 
Extramural 
— Universities and Hospitals 127.5 VAN, -8.84 
— Other Companies 258.5 22.6 -6.8 
— Others 126.4 11.0 : 26.0 
Total 1,142.5 100.0* 0.2 


Source: PMPRB 
* Values in this column may not add to 100.0 due to rounding. 
R: Revised since the release of the PMPRB 2002 Annual Report. 
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Table 12 Total R&D Expenditure by Source of Funds, 2003 and 2002 


Source of Funds 2003 2002R Annual Increase 
$M % $M in Expenditure 
(%) 
Company Funds 11271 94.5 HAS 0.9 
Federal/Provincial Governments 11.2 0.9 14.4 e HS 
Others 54.1 4.5 68.9 à =21.4 


Total 11924 100.0* 1,198.7 -0.6 


Source: PMPRB 
* Values in this column may not add to 100.0 due to rounding. 
R: Revised since the release of the PMPRB 2002 Annual Report. 


Table 13 Current R&D Expenditure by Location, 2003 and 2002 


Location of R&D 2003 2002R Annual Increase 
$M % $M % in Expenditure 
(%) 
Atlantic Provinces 21.4 1:9 23 -19.2 
Québec 482.3 42.2 -1.3 
Ontario 33/22 47.0 11.8 
Western Provinces 1075 8.9 -27.5 
Territories 0.1 0.008 : é -97.8 
Total 1,142.5 100.0* 0.2 


Source: PMPRB 
* Values in this column may not add to 100.0 due to rounding. 
R: Revised since the release of the PMPRB 2002 Annual Report. 
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Table 14 Current R&D Expenditure by Province and Type of R&D Performer, 2003 


Province R&D Performer Percentage of 
Expenditures 


Patentees Other University Hospitals Others Total Expenditure 
Companies by Rx&D 
Members 


Newfoundland  $(000) 885.20 881.96 1,067.24 468.12 2,018.06 5,220/57 4,624.97 0.46 
% 16.63 16.57 20.05 8.79 2492 100.00 0.48 


Prince Edward $(000) 203.45 536.23 11755 0.0 119.90 977412 899.83 
Island % 20.82 54.87 1203 0.0 1227 100.00 0.095 


Nova Scotia $(000) 3954.56 13315.18 863,59" 2,921.08" 1,830.37 °.12,284.72 - 10,824.16 
% 27.30 26.98 7.03 2374 14.88 100.00 13 


New Brunswick  $(000) 737.28 855.84 45.7 587.36 601.39 2,02757 2,086.41 
% 26.07 30.26 1.61 20:77 21:26 100.00 0.219 


Québec $(000) 302,252.77 94,268.06 10,389.02 24,196.22 51,201.43 482,307.49 462,853.35 
% 62.66 19.54 213 5.017 10.61 100.00 48.67 


Ontario $(000) 306,277.25 118,085.99 19,913.55 38,513.54 54,423.67 537,214.01 380,818.949 
% 57.01 21.98 3.70 7.16 10.13 100.00 40.12 


Manitoba 1000) 9 92629533 5,112.69 1°1.033.21° 3,489.93 007 042.66014308.83:/111,289.51 
% 18.37 3970 7:22 24.39 14.27 100.00 1419 


Saskatchewan $(000) 1,422.84 1,719.60 1,879.68 [S429 1,309 27 7,285.67 6,428.00 0.638 
% 19.52 23.60 25.80 10.35 20.71 100.00 0.67 


Alberta $(000) 6,884.41 10,105.78 7,201.94 3,481.06 6,186.82 33,860.01 30,781.57 2.964 
% 20.33 29.84 24:27 10.28 18.27 100.00 5237 


British Columbia $(000) 5,348.66 23,691.36 6,327.09 4,176.50 6,531.89 46,075.51 38,441.03 4.033 
% 11.60 51.41 13.73 9.06 14.17 100.00 4.04 


Yukon; N.W.T.;  $(000) 0.00 0.00 83.0 +07 0.00 86.32 83.0 0.008 
Nunavut % 0.00 0.00 96.15 3.84 0.00 100.00 0.009 


Canada $(000) 629,995.75 258,573.69 48,921.57 78,591.42 126,465.39 1,142,547.82 949,130.77 100.00 
% 55.14 22.63 4.28 6.87 11.06 100.00 100.00 

Source: PMPRB 

1 The percentage under each R&D category gives the percentage of all money spent in that category in that province. 

2 Expenditure as a percentage of total means percentage of R&D expenditure in that province compared to total R&D in Canada. 

3 Values in rows and columns may not equal totals due to rounding. 
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